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A. P_atue_nt qurmatlon-‘ ’ C. Suspect medication(s)
1. Patent idert tier 2. A'ge ::_:m-e 3. Sex 4. Waigrs 1. Name (give lateled sirengtr & mir-abe'er, it nzwn’

of avert:

or 67y D female 215 s #1 LODINE (ETCDOLAC, Capsuie)

—_—— or
Date of *2AZETYLSALICYLIC ATID YLIALICY. IO ACID. |
n centidence R
¢ Cuse ‘reqeency & su'c ussd f 2atas [

B. Adverse event or product problem 3}

1. Adverse evenl (] Proguct protiem (e.g., defects/malfunciicns)

2. Jutcomes aftribued 1o advarsa evant
fchech all that apply)

E deatt
(nc/daylyn)

[:] Ite -threatening

I X | hosgitalization-inial or protarged

B:] racovered

disabilty
congenital ancmaly

required itervention ta prevent
permanent impairment:damage

.
O
O

O

other:

3. Date cf even:
{mo/day/yr)

4. Date of this report

{(movdayiyr) 03/28/2001

00/00/1999 I

5. Descrive evenl or problem

Information was received on 26-MAY-2000 frem a physician
via Merck & Cc.. Inc. and on 12-JUN-290) fro a
reg:stered nurse via Coveancs regarding a §7-year-old

write male patient. The patient’s cencurrent illinesses

include Arthritis M0S.  additional medical history was
not providad., wirh LODINE CAPSJLE (etodolas
capsulei Tnr Ar W03 began in 1999 (therapy dates
act specitfied). The dose regimen included: two, 500m¢
dises, every Zay. 2dditisaal suspect madicatian

i ATZETYLSALT 2YLTC ACID and HAPRQXEN 50DT10UM. Thre

L experienced

2marrhage NOSI while

stomach bleeding (Gastroin-es:-na-
1S tazing LODINE CAPSULE and
CTETYLSALICYLIC ACID interaction NOS). He was
stbsegquently hospitalized wo days and nights.
petient "was fine' at the time of discharge and
continued LODINE CAPSULE thnerapy (ACETYLSALICYLIC ACID
wes discontinued). In follow-up informa-:on received on
12-JUN-2300, the rurse indicated -he patient was taking
-LOCINZ CAPSULE (etodolac capsule) concomitantly with
(cont'g)

(Drug

for The

3. Reievant testsAzboratory data, includirg dates

MNone Provided,

7 Cther relevant histary, ircludirg amaxisting madica sordions
(e.g.. aliergies, racs, pregnancy, smoking and alcctol use, hepatic/renal dysfunction e:ic )

CONCURRENT CCNDITIGONS
Arthr:z:s NOS

¥15370 mg 2x per 1 Ray, ¥1.00/0077999 to UNK

Cral

*2 Dose no:
Oral

specified, $200/00/2393 te UNK

4. Diagnasis for use (indicat ony
*1 Archritis NO3

5. Event abated after use
stogped 21 dose reducad

doesnt
N O @
#2 UNK
a5 no [, )doesnt
2 [y [ X%
6. Lot # {if known) 7. Expdate (it known)
L #1 8. Event reappeared aher
remntroduction
, dosesnt
#2 42 # 1] ves o app.y

9. NDC # = Jor product prod.ems orly (i haowm

e O %

UNK

-G..All manufacturers

1. Conlact of'ice — name/address 2. Phore number
WYZTH LABS (RA) 5109C24647
240 N Radnor-Chester
St. Davids, PA 16087
3. Report source.
Jill Robinson {chack all that apply}
D torgig
D sludy
D literature
D consumer
. haalh
4. Date received by manufacturer 5. professicnal
(mordayAr) (ANDA  18-922 D usar facility
05/26/2000 IND # D company
rep-esentative
~aE
6. It IND, prctocol 4 T D distributor
pre-1938 D ves
. f:] other :
orc
product EJ yes
7. Type of repor.

8. Adverse event lemn(s)
[___] S-day D‘s‘ca\' Gastrointestiral haemorrhage

:] 10-cay N3OS

Brug interaction NCS
xfmuial

D tollow-up #

9. Mir, report rumber
HD6622130MAY2000

E. Initial reporter..

1. Name & address prene ¥ 610-397-2416
Hostz2lley, Linda S.
Merck & Co., Inc.

PO Box 4
West Point, PR 19485, :-

Dr.

in
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Box B.5 - Describe event or proclem ( Continuation }
.

Aleve {NAPROXEN SCDIUM). additioral information has bean reguested.

Box C - Suspect medication(s) . | Centiruation )

1. Name (give labeled strength & mfr/labeler, if known)

% 2.1 NAPROXEN SODIUM (NAPROXEN SODITM, |

2. Dose, freguency & route used

3 2.1 1 Tablet 2x per ! Day, Oral

3. Therapy <&ates (:f unkncwn, giwve duration)
4 2.1 05/31/193% to 0573171999
4. Diagnosis feor use (indicatior)

# 3.1 Arthritis NOS

5. Event abated after use stopped or dose reduced

# 2.1 DOESN'T APPLY

n. Lot ¥ {1I Krown)

LN §

/. Exp cate (i knawn}

Y

Fvent reappeared afrer reineroductinn

B 5.1 DOZSN'T APPLY

FDA Form 3500A {facsimi'e) Submissicn af 3 -ezon does not conztitule an adm ss'or that medical persannz  Lsar feciity distabetor

marulacturer or product tavsed or contributad 10 the avent
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A. Patient information C. Suspect medication(s)
* Patent centifier 2. Age at tme 3. Sex 4. Weght T. Nams (give 'aneied strength & mirflapaier. it know;
of event #1 TAB VIOXX Un
o 77 years D Femaia B VIOXX Unk
i — 205 pounds »2 !
Date ot X . ‘
Male i i ] i
o confidence s G (Continued on Additional Fage!
B Ad t d t ble 2. Dose, frequency & route used 3 Tnerapy dates (frarmto: - anxnewr, jive Jurancn:
verse event or pro uc prooiem . . - JUN f
# 1 1 . Q/CH !
Acverse evert  and/of oGt protlem | e.g., defeci/maifunctions) *+ 50 mg/DAILY/PO 11/27°00 - *1/29/C0 i
X J i
}  2.Outcomes atinbuteo 10 adverse svent ] N »2 .2 '
‘ {cneck ai ihat apply) disability —
‘ i 4. Diagnosis 10t use (indication} 3.Event apales ater Lie StCpoed - Jose
] death D congenital anomal » 1 pain, osteoarthritis recuesa
. ] dea — g Y pain, o annr ves % NA unk
' i ima/dayryr) 0 required intervention to prevent X T —
i 1A lite-threatening permanent impairment/damage '2 P e ‘
B L I . . 6. Lot # (il known) 7. Exp qale (it known) »2 | i I
; @ nospitalization-initial or prolonged other: important medical Iy ! I L - o —
H 3. Evant reacpea-eq arer remntroc achn
i 3. Date of svent 4. Date ot s report
e 01/31/01 ] rerdagytt 04/04/01 ‘2 2 s - A 1
§ Descrios eveni of oroniem ] ] 3 NDC # - 1of DrOGUCT pIoDIems Only (it known) ar ) "| ~ —-
mni15 i3 in follow-up tO reportis) previously submi=ted on — (B0t [
PP B - Unknown [
20 O T 0
trisrrazion has been received E'om a phaysician, medica: 70 Copcomitant megical products and theragy 4aes (exciuded ireatment ot evert)
né a completed quest ionairre concerning a 77 ACTOS Urk -ink
w"-r.e ma.e with hypertension tapproximately DARVOCET-M Irk -Tnk
type Z diabetes mellitus. hypertensive coronarly
vascular disease. epigasctric pain, smoking (approx.macely (Continued on Additiona Page’
cre pack a cayi, occasional aicohol cor\su.mp':ior.,
ryperchclescerolemia, a penicillin allergy. chronic G. All manufacturers
amz:-coagulazien (1991 ). spinal stenosis. interverzebral 1 Contact office - namesadcress 2 Phone Numee
scC "“o"de:, depression (1972), congestive nears (610)397-2416
: orhnounea anE! shortness o breath on . Merck Human Health DiViSiOI‘l !
and a history of a “recent” upper respiratory 3 Repon souice
':r.:ec:;c_m., peptic ulcer disease (1972) of £ and on Merck & Co., Inc. ichack il 1nat ar oIy}
acz:ve~ uaicer {(.979), headache, dizziness, coronary
ar-ers s=en- p.acement (1991,1996), adenoldectomy. P.O. Box 4 D loreign
wonsillecuomy ('_943) , angiopiasry (1991. twice :i=n 1936 . : !
_ow back pain (2983, appendectomy (2 927}, acute inferior West Point, PA 19486-0004 [—J stuoy
myccazdial -nfarc__on (1987, 1996), myocardial -nfarction [:] Iteraiure
13613 ankle sprain (Decemper 2000). cardiac .
ATTN: Worldwide Product Satety [ consumer
neafth
(Continued on Additional Page) 4 Date receved Dy manufacwrer S professior a
imosdayryt " {AINDA 021042 D user fact
6 Resevant lests/IBDOrAI0NY Cata, NCioing dates 03/28/01 '
IND ¥ E company
Refer =o Add:itional. Page & #IND. protocoi # PLA * M represertzive
—_— T
aistrbut
ore-1938 D Jes __| dstnoutor
1
Type of ‘epor? J otner
Y o1C l:
5-day 15-0ay proauct yes
| 10-0ay DDG"DO'C 9. Mir. report rumoer
e X rorow-upe _2 WAES 01022014
8 Agverse event tefmis;
HEMORRHAGIC DUODENAL JLCER; GASTRITIS
|
L c 1 hr\
T Othat ‘slevant NISiony. INCugIng preexising medical conaitons t:“l '{ 3 0
eg. allergies race pregnancy. smoking ang aicohol use. nepatnc/renat aysluncnon et
SI5TCFRY: acute anterior myocarcia. E |n|t|a' reporter |
risr myocardial infarction: acenoicec ne #
aNGLOpLasty: apoe:de::omy; arterial thromposis. w ] ‘
TannererLzatiin: snes:t pain; ccronary artery st _ |
s.ifemenc. JIpper respiratory LNIECTION: transus
~rps-azeccomy: <Onsi..ectomy; pseudoaneurysn. L ] !
(Continued on Additional Page) ’
- 2 Heaith protessional? 3 Gccupaticn 4 Irtial reporter aisc '
Supmission of a report does not constitute an aamission that semt regor to FDA |
FDA  medical personnel. user tacility. distnbutor. manufacturer or ves  [Jwo MD Tiyes [0 Xlune
— L [Fad] 4

product caused or contributed to the event.
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Page 2 MFR Report #:
B. Adverse event or product problem

5. Describe event or problem

catheterization (1991, 1996), right femoral arterial thrombosis {(19¢1l), pseudoaneurysm (1992

nephrolithiasis (1967, 1983), pertussi:s (age 9V, chest pa

-ransurethral prostatectomy (1985}, . :

(1972), and acute anterior myocardial infarczion {1991} . The patient’'s family histcry :ncludec:

zarner with *heart trouble® who died in his late 70's after a colon resection for giver=ical:
~d<a-

mcther who had a pacemaker and who died at age 70 of diabetes and nigh bliocod pressure. granczacs

LI

who died at age 65 with kidney disease, and grandmother who died of ¢iapetes. On 27-NCV-IC3C

patien: was placed on therapy with rofecoxib, zabiet, 30 mg daily for chree days. then 2% ng.

daily. for the treatment of back pain sometimes radiating to the legs and osteoarthritis. 2
Concomitant therapy included warfarin sodium (COUMADIN). 7.5 mg daily except Ior Tuesdays, 3af =

one daily, as cardiovascular discorder

anti-coagulan: therapy and "baby® aspirin, 81 mg,
mlodipine besylate {NORVASC), metformin HCI

prophy.axis. Other concomitanz therapy included a

i

(GLUCOEHAGE)f pioglitazone nydrocnloride (ACTOS). ferrous sulfate (SLOW FE), pravastatin Na =
{PRAVACHOL), acezaminopher (+) propoxyrthene napsylate (DARVOCET-N) and furosemide (ZASIX). Priar ?EEE
-herapy included ranitidine nydrochloride (Zantac! for treatment ¢ peptic ulcer disease. In n§§§
January 20C1 the patient developed flu-like symptoms wizh mild nausea, headaches. mya.g:ias, and ;§§§
anorexia. On 31-JAN-2001 the patient fel- perter and ate a pbreakfast consisting of pancakes ani qgggg

=

sausage. At approximately 1:00 pm on 31-JAN-2001 the patlent nad en episode oI mass:

L

1l

I

1t

se’'d atctribured to bad sausage. Two hours lacter zhe patient had a second episode of emesis. That EEEE
day. the patient went O rhe emergency room. Current medications on admission includec amlod.pind ==
and acetaminophen ¢ propoxyph=2ne f——

=

pesy.ate.
napsylate. The patlent compiained that he
snortness o° breath or exertion, and a mi

palpitations. The patient roted his history of
P P

warfarin sodium, mecformin HCl, pravastat:n Na, aspirin,
had some .ightheadedness, worsening orchopnea and

ild nonproductive cough. There was no chest pain or
ongoing epigastric pain orn and cff, and repor-ed

i

iy

i

il

*3

-hat on that day it was located to tne epigastrium and was non radiating, rot associares witn
emesis. The patient deniec hematemesis, hematochezia. melena, urirary hesitancy, urinary irg
urinary surning or dysuria. Upon physical examination Diood pressure was 148/59, pulse was °
respiraCions were 16, rcemperature was 98.9 F, and pulse oximetry 34% on room air. Neci Zemon
positive -ugular venous distention. Lungs showed bibasilar cracklas. Hear: showed mild tachycsz
w-thout murmur., and peripheral pulises were 2-. Abdomen was sof:t with bowel sounds in ail I
quadranzs. There was mild epigastric tenderness witi miid guarding., no rebound. Mild 1
quadranc -enderrness Without guarding or repounc, and ne masses were noted. Rectal exam demonst
good -one. prostate was not inflamed, stoo. was fecal occult blood positive. on 31-JAN-20C1 a
x-ray revealed m:1d congest:ive hear: failuyre with flu:d 1n the costophrenic gutter. as well as
cardiomegaly with cephalization. aboratory test results on 31-JAN-2001 revealed a whize blcocd
i 1" hemog.obin also reported as 12.2). heratocr.t

count (WBC) of 1Z.7. hemoglobin of 12 (-initial
mild monocytos:s of 5.6%, crothrombin time (PT} of 22.23 sec,

3, plateiet count of 393000,
nternationa. Nermalized Razio (INR) of 2.3, sodium cf .45, potassium of 4.5, chloride of
carbonate of 25, glucose of 220, blood urea n:itrogen (3UN}) of 48, creatinine of 1.3, calc:iul
. alanine aminotransferase (ALT: of 39, aspartate aminotransferase (AST) of 17, creatine xi
) of 47, CK-MB of 0.9, aikaline phosphatase af 73, total bilirubin of 0.3, cholesterol cIi °
amy_ase of 3., and troponin I of <7.35. A flaz and upri:ght XUB demonstrated normal oowel gas
pazzern, no free air and no masses seer. The patient was admitted with an initial impression of
estinal bleeding with congestive near: ta-lure, and was cr=ated wizh a moderate 31idi
sca.e and H2 antagonisc. On 31-JAN-2COL rofecoxis was discontinued. Early in the morning on
3-2371 the patient developed frank gastro.ntestinal bieeding with me_.ena and burgundy-:cslcred
vomited biood, and was transierred o tne cricica. care unit for furzher treatment. Cn
0C: the patient’'s primary care physicien was consulzed. Upon physical examination the
appeared "acutely and chron:.caliy L* witwn blocd pressure of 100,70, pulse of 1.0 ar.cé
rs at 18. It was nozed to e difficult o obtair any xind of derai.ed information Ircm
ard ne was noted to have a catheter .n place which 1e complained severely of. The
conjunctivae were very pale, there was no edema. Hear: had no murmur,
or friction rud. Abdcminal exam.znaziorn showed a lot of epigastrzi

[

3

Lase

<

S LY e L

[4
»it

paz.ent was rather pa.e,

snccks. zhrills, gallops.

-enderress. There was no rea. rebound or rigidity; nowever. examination was noted tc pbe difficulc
-5 pericrm due o the extent oI the patient’ s discomisrt. Addizional laboratory test results wer=
regcroed o reveal a hematocrit of 37, nhemog.obin 9.2, and subsequent hematocrit of 28. Stcols we
qcred -0 be black and tarry. The primary care physic:ian’s init:al impression was possible hleeding
iror a Ma.lory-Weiss tear secondary o the repeazed vomit:ing or Irom a duodena. ulcer, cossible
ga.l>l.adder disease oOr pancreacti concern for mainta.ning heroglobin and hematocrit above
0 the pat.ent’'s pre-existing coronary artery d.sease. hyperrensive cardiovascular disease andex
-reatmenct, nayperchnoiesceroiemia, persistent low pack pain somerimes radiating no che ieit leg
sccasionally zc the right leg and occas:.ona..y no pain. The patient was treated wizh vitam:a X and
-ransfusicrn with three units of fresn Irozen plasma was ardered "tn LYy O reverse the pro-z:ime”,
LGng term anticoagulant -nerapies for h:istory of repeatec myocardial infarctions were reversed
gaszrointestinal consull was ordered, amylase was =C de cnecked, aind a myelogram was recommended.

due

s,

Following zransiusion on 01-FEB-2CCL, gastro.nt ~ensu.t examination was performed during
w. 5 -ne pa-z:ent reported feeling betzer wo I ot ca.n or shortness of breath and somewyazﬁ17¥
.wproved apdominal pain. The patien: denied O loss of weighe, headache ,Eg!tﬁ !
-nroat, dysphagia or odynophagia, dysuria Or nematuriia. There was no chest paln, pa.p ©3ds,
cough:inc or wheez:ng, but the patient did note occas:ona. shortness of breath. Upon physical &
axami:nat.cnh -he patient was :n no acute distress. was aiecriie with a heart rate of 8 and ol
pressure of 112:s51. Conjunctivae were somewrat pala and mucous mempranes were dry. Carot.d pulses
were 1-, -nere were No Dri.o§ Or lLymphacenoparnny. Lungs ravealed scattered wheezes wiIh no
Hear- raze and rhyThm were rAGUlar wlInsuT TUrTUIS, IuDS Or gallops. Abdomen wvas 3CiT
ap.gastris tenderness o pa.p:.tat.on. Tnere was no resound, guarding oOr masses. Sowe.,
~ormcactive and recral exam:rat:or sacwed nc Irank melera. Hemoglobin was ncted <o neve
ss.on, with a supsequent drop O <ner to 9, and at the time of examinat.on .t
NR was noted =0 pe 3.3 and, fcllowing fresk frocten plasma and vitamin X, LI was
.aboratory =est resul.ts on J.-FEB-I0C1 L:pase was 1.7, amy.ase was °normal’ ‘value

socium was .45, potass:ium was i.I. cnloride was 1.2, bicarbornate was 24, g.uconse

: 3., creat:nine was ..%. calciam was 3.%, ALT was 3%, AST was L7. crovenir. I was

now

was



Page 3 MFR Report #: WAES 01022014

0.035, alkaline phosphatase was 75, bilirubin was 0.3, and albumin was 2.8. Chest x-ray was
*normal.* The gastroin:escinal consult physician suspected that the patient had "an upper
bleed, probably due to a peptic ulcer givern his history. as well as nor.-stero:.dal
and (Coumadin].* Additional cransfusion was ordered wizh two unizs of
ked red blood cells, unt:il hemoglobin was 10. The patient was alsc zo b=
failure, and upper endoscopy was planned Zor wher INR was
was treated wit=h furosemide, empiric famoridine (M35D). Or
dium was 151, potassium was 4.1, cn.oride was

gastrointestinal
anti-inflammacory drug use
fresh frozen piasma and pac
monitored for worsening congestive heart
iless thar 1.5. Subsequently. the patient
02-FEB-2001 laporatory test results revealed that so

120, bicarbonate was 29, glucose was 146, BUN was 67, serum creatinine was 1.2, calcium was 3.2, 7
was 11.5 sec, PT normal count was 11.3 sec, and INR was 1.4. On 02-FEB-2001 an

sormed. The esophagus and duodenumn were norma.. In the duodenal

nema and minimal oczing

esophagogastroduodencscopy was per
bu.b tnere was a - cm ulcer. There were TWO flat spots as well as some eryt
washed and che spots di¢ not appear to be raised at all. A
-he ulcer and the area was irnjected wi<h a
»om

~here was no bieeding Ir
re-bleed. As the SCODE Was
for
he

from the periphery. The area was
amount of cautery was placed on the periphery of
of z cc of epinephrine in 1:10,000 dilution. Following those maneuvers
-he ulcer, and the ulcer was thought ©o be at a relatively low risk for
brought back in the gastric antrum there was some congested mucosa and a biopsy was taxern
Helicobacter pylori. Recroflexion maneuver was performed which showed the stomach to have
appearance of mild gascropathy. Gascritis status post biopsy was ncted. The sccpe was removed
patient tolerated the procedure well and there were no immediate complications. The pat.ert was
starzed on lansoprazole (Prevacid) . 30 mg daily and a clear liquid diet was initiazed. The paniant
was iastructed not To resume aspirin or warfarin sodium until further notice. ¥indings from :Ine
gastric anzrum biopsy evaluation revealed mild zo moderate chronic inflammation of the gastric
mucosa with plasma cells expanding the super cial lamina propria. Some lymphocytes and scaztered
eosinophils were also seen. There was no significant activity noted and no atypical or mal.gnant
features were identified. Modified Writght's stain showed small numbers of Heliccbacter Py.or:
organisms. Or 04-FEB-2001 iaboratory test results revealed that sodium was 147, potassium was 4.4,
~nloride was l1i4., bicarbonate was 30, glucose was 138, BUN was 20, creatinine was ..., and calciun
was 3.1. Cn 05-FEB-2001 nemoglobin was 10.8 g/dL and hematocrit was 31.9%. On 09-MAF-200! :the
pazilernt was started on therapy with ramipril {Altace). At the time of this repor: che patisnt hac
recovered from rhe bleeding duodenal ulcer., but continued to receive treatment with .ansoprazcl.e,
and metronidazole (Flagyl'.
cardiomegaly, tachycardia, worsening cong2stive hear:
findings. The bieseding

clarichromycin {Biaxinj
T™ne elevated BUN, elevated serum creatinine,
fa:.ure, mild monocytosis, and cough were considered to be incidental

duodena. uicer was considered to be
onal! informaticr is rnot expected.

Med:cal Event. Addit:l

6. Relevant tests/laboratory data, including dates

DIAGNOSTIC TEST
Tests Date
biood pressure measurement 01.,31/01

Comment: 148/59
cnest X-ray 21.03L/00

Comment: mild CHF wit £iuid in the costophren:ic gutter as well as mii:d cardiomegaly w/cepna’
pu.se oximetry Q1721700 94 %

Comment; or. room air
b.ood pressure measurement 22/01/03%

Comment: >12/51
Ll00d¢ pressure measurement 9z70170%

Comment: 100/70 3

92,0400

chest X-ray
Comment; normal
escphagogastroducdenoscopy 220020800
Comment: duodena. ulcer in the bulb as wel. as oczing .o =ne periphery. gastritis s/p bicpsy
gaszric biopsy olnire e It
umpers of Hel:copactsr Pylori organsisms

Comment. chron:C gastrizis W th small 0

<
=3
c
o
r:
3

o
=3

LABORATORY RESULTS

Tests Date
INE ‘

WNBC coun
zlood glucose
Dody Lemp
nematicrit
nemog.ocin
nemcglobDLn
nemog-.ooIn
aemog.obLin
yonocyTe <ount
clatelet Zount

v
b
3 ®
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serum Tnl
serum a.anine aminotransierase

{continued)
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i
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N

immediacely life-threatening, disabling, arnd an Other Imgporcant

Valye Unit Normal Range

Lzazicn




serum
serum
serum
serum
serum
serum
serum
serum
serum
serum
serum
serum
stocl

alkaline phosphatase
aspartaze aminotransferase
bicarbonate

blood urea nitrogen
calcium

chloride

cholesterol

creatine kinase

creatine kinase isoenzyme MB

creatinine
pocassium
sodium
occult blood

Comment:

positive

total serum pilirubin
vital sign
Comment:

prothrombin time
serum amylase test
INR

alo0d glucose
hematocrit
nematocric
nemoglobin
nemogiobin

pulse 111, respiration .

serum
serum
seram
serum
serum
serum
serum
serum
serum
serum
serum
serum
“cta.
vital

™l

alanine aminotransferase
a.obumin

alkaline phosphatase
aspar-ace aminctransferase
bicarbonate

blood urea nitrogen
calcium

chloride

creactinine

potassium

sodium

serum bilirubin

sign

Comment:

vital sign
Comment:

hear=

pulse

rate 86

1.9, respirations 18

serum amylase test

Comment:

normali

serum
INR

blocd
serum
serum
serum
serum
serum
serim
serum

srothrompir
crothrombin
Comment:

blood
serum
sezum
serum
serum
serum
serum
serum

lipase testc

glucose

bicarbonate

plood urea ailtrogen
calcium

chloride

creat:inine
potassiumn

sodilum

“PT normal. count®

cluccse

b.carbcnate

blood urea nitrogen
ca.cLum

chlor:de

creatinine
pozassium

soélium

hematocr.c

semogl

joJolret

Page 4
01/31/01
01/31/01
61/31/01
0-/31/01
01/31/01
01/31/01
0L/32/0%
01/31/01
01/31/02
0317317030
01/31/01
c1/31/0%
01/31/01

D1/31/01
01s31/01

01731702
01/31/0%
0z2/61/01
02/0%/01
02/912/01
02/012/02
02/01/02
027012701
gz2s01/C2
02:02/0%
02s01/01
02/C1/0%
02/01701
2/01./01
g2/01/C1
02/01:32
Qzs21/01
Cz/0L!
J2/0%¢
02/01/
cz.01
02/01

P

O U O WO

Ngreare

<
t
[
s
W

CzZ/CL/0%
P
weid Je
32/02.51
g2/Cz Gt
3272201
22202000
0z2/02/302
J2.02.04
32/92/32
32:02.0%
2¢32.3%
An AN ine
A Ae o~
PRSI L R
P
o % .o
22004 00
2200470
32:04.01
22.04.952
520048, 00
T27304 1
R LT
PRSI
cn o~z oA
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mmol/ L

mmol /L
mg/aLl
mg,dL
mmol/ L
mg /AL
mmol/ 1
mmol/L

mg /4L
mmol/L
ng /4L
mg/dl
mmcl/L
mg/dL
mmcl. L

sec

mg./cL
mmol /L
ng/dL
mg /4L
mmol/L

. Vot
mg/dl *%{ \ B
mmo;ti?

mmol.L
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o
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1
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[SFT % I < BNV e 4]
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Page 5 MFR Repont #: WAES 01022014 {continued)

7. Other relevant history including preexisting medical conditions

pertussis; peptic ulcer: nephrolithiasis: myocardial infarction: lcw back pain: headache;
dizziness; ankle sprain

CONCURRENT CONDITIONS: Helicobacter infection; cardiomegaly: congestive heart £ailure- epigastric
pain;: hypertension: type 2 diabetes mellitus: rachycardia: spinal stenosis; smoking; serdm
creatinine increased: penicillin aliergy; orchopnea; monocytes increasec: iaterver=epra. ¢.scC
disorder:; hypertensive heart disease: hypercholescerolemia: exertional dyspnea; depressiorn’ cougr:
coronary arzery disease; blood urea nitrogen increased; alcohol consumption

C. Suspect medication(s)
4
1. Name (Given labeled strength & mifrfiabeler, if known) m
*

fILVIULIGL Dartwily NEpyUl L
41 TAB VIOXX 25 mg [

#2 COUMADIN Unk

#3 TAB aspirin Unk 119-3-00-05%

1
2. Dose, frequency & route used
41 25 mg/DAILY/PC

2 7.5 mg/DAILY/PC
431 81 mg/DAILY/PO

3. Therapy dates (from/to) (it unknown, give duration)
%1 11/30/00 - G1/31/01
#2 2/7:96 - 01/31/01
¥3 Unk - C1/31/0%

4. Diagnosis for use (indication)
3. pa:in, osteocarthrizis
47 coronary artery disease, ccronary artery disease prophylaxis
431 cardiovascular disorder prophylaxis

5. Event abated after use stopped of dose reduced
YES NO N/A UNK

#L X
%2 X
43 X

5. Lot # (it known)
3
%2
42

7. Exp date (if known)
EM

43

8. Event reappeared after reintraduction

YES NO N/A UNK
47 X
%2 X
83 X



Page 6 MFR Report #:
C. Suspect medication(s)

10. Concornitant medical products and therapy dates {exclude treatment of event)
Unk T

GLUCOPHAGE - Unk
LASIX Unk - Unk
NORVASC Unk -~ Unk
PRAVACHOL Unk - Unk
SLCW FE Unk - Unk
AIWIVA“W& nu[lu‘m- NS m\ll W
*3703119-3-00-06%

WAES 01022014

P

4 acy

(continued)



FDA ATTARHMENT

ENTERED: 02/02/01-1528 SP TYPE: SURGICAL OTHR DR: BAMC
ORDERED: STAINGR1, PATHGM4
SURGERY INFORMATION:

Surgery date 02/02/01 surgeon(s) : DR-

TIWA Y &GS ¥y e .

G1 BLEEDING *3 9-3-00-07%

FINAL DIAGNOSIS

ORGANISMS .
GROSS DESCRIPTION

fragments, 1-2 mm, embedded in total in one block.

pictated by NS ¥ 0.

MICROSCOPIC DESCRIPTION

activity is present and no atypical or malignant features are identified.
Wright’'s stain shows small numbers of Helicobacter pylori organisms.

Dictated by:(uiNENEND -
02/03/01 - 1320 EDIX.JLB

JOB

coLL: 02/02/01-1200 SUBY DR: CENGGENENRREED M T

BIOPSIES OF GASTRIC ANTRUM: CHRONIC GASTRITIS WITH SMALL NUMBERS OF HELICOBACTER PYLORI

The specimen is gubmitted in formalin labeled as "gastric antrum.” Submitted are twe

The sections ghow fragments of gastric antral type mucosa in wnich there is mild to
moderate chrenic inflammation with plasma cells expanding the superficial lamina

propria. Some lymphocytes and scattered eosinophils are also seen. No significant
The modified

RUN DATE: 03/21/01 Gy /2t LIVE*™ PAGE L
RUN TIME: 0330 Specimen Inquiry
PATIENT: — ACCT #: gEEEENEEN. roc: WS v #: cED
. AGB/SX: 77/M . rook: G REG: €1/31/01
'rEG DR: (NG O .- por: GENSESNEGY BED: 01 pIs: €2/35/01
B o STATUS: DIS IN TLOC:
SPEC #: Unuuid RECD: 02/02/01-1527 STATUS: SOUT REQ #: (NN

1

Ak

*+ CCNTINUED ON NEXT PAGE **

et

il

i




FDA = ~ A-q-- b
o s

RUN DATE: 03/21/01 B R A PAGE 2
RUN TIME: 0930 Specimen Inquizy
4§3:
SPEC 1 : G earzvt: S S {Continued)
CODES: ANTRUM, NOS uLvaulal oares
COPIES TO: m m
BAMC
3783119-3-00-08%
M.D. "‘g
; oo o vt
Suite gy -
¥
L ° N
HISTOLOGY: A
TISSUR 1D BLX PCS CAS LEV _/ PROCEDURE DISPOSITION
ANTRUM, NOS A 1

ICD CODES: 535.50 - UNSP GASTRITIS & GASTRODUODENITIS W/O MENTN HEMCRG

PROCEDURES: STAINGR1 ( Incomplete)
PATHGM4 (Incomplete)

TISSUES:
A. ANTRUM, NOS - BIOSPY ANTRUM

"d'

8igned Signature on file G D 02/05/01

+*+ END OF REPORT =+

R




POA ATTACHMENT

RUN DATE: 03/21/01 O AE  *CLIVET” PAGE 1
RUN TIME: 0931 Specimen Inquiry
E— Y acer 4 GEEEEEENS Loc: ) I ————__
. [N v AGE/SX: T7/M ROOM: REG: 01/31/02
. REG DR: oEENENENNREENNN M-D- DOB: - “ 8ED: 0} DIS: 02/0S/01
L _ 8TATUS: DIS- IN TLOC: - .
v .o
[ 4
SPEC #:’a coLL: 02/01/01-0220 STATUS: COMP reQ #:
. RECD: 02/01/01-0228 susx DR: QU T

ENTERED: 02/01/Mé -0120 orar or: oD " ©
ORDERED: BASIC MET
COMMENTS: Caripus? COCBA

Test . o o Result Flag Reference Site

BASIC MET N .. { ].
>  SODIUM 145 [ | 140-148 MMOL/L 22 |
>  POTASSIUM , 4.3 i | 3.6-5.2 MMOL/L 22 |
> CHLORIDE iL 12 Bl H | 100-108 MOL/L 22
> BICARBONATE 24 | | 21-32 MMOL/L 22
>  GLUCOSE 207 H | 70-110 MG/PL 22
> BUN ‘ 81 ¥ | 6-20 MG/DL 22
>  SERUM CREAT 1.6 | H | 0.6-1.0 MG/JL 22
>  CALCIUM - , 8.6 | & | 8.7-10.5 MG/DL 22

22 -GNy Vedical Center,q
cart el cu cLIA# @GS MEDICARE#

JAVIUUGL Ddately nepor L

g ngmn

* 1{9-3-00~-

++ IND OF REPORT ** “?% !




« -

A AT TR -
FDA A"r'f‘ A AL ]T )
5ot T g ]
RUN DATE: 03/21/01 NN C LAB Y LIVE*- PAGE 1
RUN TIME: 0930 Specimen Inguiry
eATIENT: GUEEENR ¢ ACCT #: NS 1oc: GEEER ¢ v 4 QU
o AGE/SX: TI/M rooM: iR REG: C©1/31/01
REG DR: QU .0 . DOB: @GN ErD: 01 DIS: 02/05/02
STATUS: DIS IN TLOC, . A
SPEC #: QUMMM COLL: 02/02/01-0830 STATUS: COMP reQ #: GNAR
RECD: 02/02/01.-0836 SUBM DR: QU -
ENTERED: '02/02/01-0002 OTHR DR: (NS D
ORDERED: BASIC MET
COMMENTS: DATE/TIME 02/02/01
/ 0500
Campus? COCBA
1 —

Teat ot Result Flag Reference Site

pasIC MEY f | |
>  SCDIUM I 151 Il B | 140-143 MMOL/L 22
>  POTASSIUM } 4.1 | | 3.6-5.2 MMOL/L 22
>  CHLORIDE I 120 | & | 100-108 MMOL/L 22
>  BICARBONATE | 29 | [ 21-32 mMoL/L 22
>  GLUCOSE | 146 | H | 70-110 MG/DL 22
> BON | 67 | H | 6-20 MG/DL 22
>  SERUM CREAT i 1.3 | H®H | 0.6-1.0 MG/DL 22
>  CALCIOM il 8.2 I L | 8.7-10.5 MG/DL 22

— Medical Centem
+ Q.

CLIA} S v:pICAREH# GEJEEREN

dUUdl DarwLy nw

TR

ek b ey

** ZIND OF REPORT *~




FDA ATTACHIIENT

RUN DATE: 03/21/01 Ry L2 CCLIVE:S PAGE 1
RUN TIME: 0930 Specimen Iaquiry
. ]
raTiENT: AR ACCT #: UNNNNENSS 10C: GHENE U
: AGE/SX: 77/M RooM : QU REG: 01/31/0:
REG DR: GRS ™D DOB: (QEMNNEN) BED: 01 DIS: 02/05/0%
‘ STATUS: DIS IN TLOC:
S —
SPEC #: GJNNRENNNM COLL: 02/04/01-0441 STATPS: COMP ree + : G
v RECD: 02/04/01-0531,  SUBM DR: QuANENNEEED M .- .
ENTERED: 02/04/01-0003 -OTHR DR: (NN ™ .C .
ORDERED: BASIC MET - *
COMMENTS: Campus? COCBA L s
VENOUS SAMPLE T

Test ) Result Flag Reference Site

BASIC MET | | |
>  SODIUM SECHR 147 | | 140-148 MMCL/L 22
>  POTASSIUM - 4.4 | | 3.8-5.2 MMCL/L 22
>  CHLORIDE | 114 !\ H | 100-108 MMCL/L 22
>  BICARBONATE | 30 | | 21-32 mMoL/L 22
>  GLUCOSE Il 138 i # | 70-110 MG/DL 2z
> BUN | 20 | | €-20 MG/DL 2z
>  SERUM CREAT | 1.1 il H | 0.5-1.0 MG/DL 22
>  CALCIUM ! 8.3 i| L |} 8.7-10.5 MG/DL 22 _J
22 Medical Center

car¢ QI cLIn+ SUEREEENNS. MEDICAREY GHEEREDe

TR

* -3=00=-11%

*+* EINC CF REPCRT =+
’ (‘\“ 1.;




L

TR FB A ALEDICAL PRODUCTS REPORTING

PROGRAM

A. Patient information
+ Patient identifier | 2. Age at time
of avent:
or

Date
of birth:

i ceniderce

Adverse event  and/or

B. Adverse event or product problem
E} Product problem {e.g.. defects/maltunctions}

B, C2

ecalth professionals of adverse
nts and product problems

.

2. Outcomes attributed to adverse event
(check all that apply}

SNy v

D Jeath

I—] ife-th-eatening

] disabitity
1___1 congenital anomaly

D required intervention 1o prevent
permanent imparrment/damage

e} . .
T aspitatzabnn - aninal o proloagad j ctrer o .
- . /) 0 B2 "/‘];(:""l ...... _,L_l_)b__‘4 _
3 Date of o / © 7 |4 pateof
event Y A this report [
/ FEETIS i PR !
SC 23y ! 4 ‘mo-day.-vn

3. Describe event or problem

i C RN A & il ¥ et A5 4 Lr"ve‘L'C ‘5—_“ ¢

Fa

[ A T | :\‘,(‘74 PR f‘:—-'»-r' CLFre S
© o P € ‘
; e, } Y T G
— . I ’ A
g 4 ! ‘ i-(
v ’ . P A ‘2 A
VRN S P A A NIRRT 7
B e
Ll T 1Y .
6. Relevant tests/laboratory data, including dates
REPR IR v
! -2t - - Ho Dy re 2
i ‘4 K i
Fi ot .
Jxs !
PR R R O Y A ] s €t ATy
o ;
. . ; S S
PO / by faid L;("'."'w"-/'J

Vend (-

.,)/f‘ L \’('/)/ L’)(;f-‘/”l,/l

\CT L4094 5

7. Other relevant history, including preexisting medical conditions (e.g., allergies.
race, pregnancy, smoking and alcohol use, hepatic/renal dysfunction, etc.)

ETLl Gotels- | ppt [30ugpass
/‘."}’ﬁ A '_/,aé i sren, /]"/PL )“/)I_(', b,_l{, 3 i i d‘/‘,‘,\f’LJ

R Lo, bicast c.'/-"ﬂ"

rm Mail to: MEDWATCH

FOA Form 3500 (6/93)

5600 Fishers Lane
Rockville, MD 20852-9787

or FAX to:
1-800-FDA-0178

Farm Approved OMEB No 99°0 0299 Exprres. ' °

rep) rn'n;; See OMS siatement on & vr

FOA Use Orly n Pad
Triage unit
sequence ¢ g’

e
ol »e ( l\_r’f{k

C. Suspect medication(s)

1 Name (qive ‘abeled strength & mirdabelar it uncwn!

a1 ; )
ety oyl
<
42 f‘,/!,. st ‘
2 Daose, frequency & route used 3 Therapy dates "t ur<rowe e gt o
I TR T TR TR
’ ‘e . 3oL .
#1 77 ) 5’,»( ) - ‘.’»',r\ )/(._.- //.
}——
o i - N ot
w2/ 7('( 5 2 . DA i‘a/) < Y
4. Diagnosis fof-se findicaucs S. Event abated after use
. f"" / » .. stopped or dose reduced
LN Ll #ves o [ goesr
#2 N 2
. o AR AN S by T ing Quizgt
5 Lot # if <rawmi T Exp.date fralw 42 j‘es -—-—J ns Dar{‘-‘«
#1 & #1 8. Eventreappeared atter
D reintroduction
32 L]
3. NDC # (for product problems only) il
- _ esr
2 Oves O Gl

10. Concomitant medical products and treracy Jates (2xc'tde reatment of avent’

H Cic Vi 'f-
TNt ,{«’ il
/)\f_ ¢ 7/

‘o el
D. Suspect medical device

1. Brand name

2. Type of cevice

3. Manufacturer name & address 4. Operator of device
D health professioria

D lay user/patient

D other

RECEIVED

5. Expiration date

= RPRTT 7001
Imodel ¥ __ . -

|catalog # 7MED_WAT_C_H_CTU B 7 'f!c":f_,'i‘,'.."“' give date
serial # e

oté o a l‘f"e‘o::g‘l:'rlﬂed. give cate
other ¥

9. Device available for evaluation?
O ves e .
‘mo-day g1

10. Concomitant medical products and therapy da'es [sxc'uide ireat—en” of avenl:

(Do nct send to FDA,
D returned to manufacturer or _

HOSPITAL
1. Name, a
!
\
IV arrAriN PATIENT EDUCATION _oad
Dcpurtment of Pharmacy Services
Tel
2 Heaith pr: Officc  CEENRENESID

E] yes

5. Ifyoudo
the mam

"

Submission of a report does not constitute an admission that medical personnet or the product caused or contributed to the event.



Rpr 1

I

101 04: up — .,

N

it

LA

rug yuLUIY 1 ARY reporting .
¢ by health professionals of adverse . :_?ég?:_ﬂ_oﬂy_ PeE
fiage
l ‘] . events and product problems e l[ 1iage unit sequence
THE FDA MEDICAL PRODUCTS REPORTING PRO: (W S A

4

118

i Jdeath

avent
({mardeyiyr)

Fegie b bt

1. Palient identifier

J Adverse event and/or

2 Outcomes attribuled to adverse evert

(Check all that apply) |} disabiity
(] congenital anomaly

PR { ] required intervention to

prevent permanent

G life-threatening ¢
impalrment/damage

{1 hospitalization - initial or prolanged

Pl other: . .
S QI

3 Date ot

gt

2. Age attime
ofevent: 85

M Product Problem

mo/daylyr) —

03/28/2001 J this report

5 Oescribe event or problem

REACTION: UPPER G| BLEED
Patient known to clinic. HCT was 36 on /12 when seen in ER for
separate problem.
On admission on Dilantin 100mg qhs, Synthroid 75 meg qd, Premarin
0.625 mg ud. ASA 8img. Zestrit 10mg ., Adalat 90mg, Fosamax 10mg qd.
Plavis 759 + flovent and Combivent. Fosamax started around 10/99  Hx
osteopornsis with compressian fractures, kyphosis and scholosls. Patient
on ASA 81mg already when Fosamax started. Patient was carefully
educated on Fosamax administration cautions.
3/29/01 Presented to the dinic with 2 days of dark stool without
hematochezia, hematemesis or ahdominal pain. Noted more fired and
SOB than usual. HCT now 22.2. BP 119/64. Rectal exam
showad melenic stool. T&C 4 units PRBC, and give 3 units stat.
¥31/01 HCT=39.4, HGB=13 0

3/31 2 Block tarry stools overnight but not diarhea
4/1 EGD showed erasive gastritis in antrum and 0.5 to 0.75 cm ulcer in the
duodenum with surroundign scarmring and duodenitis. H pylor studeis
pending at discharge with #/u from primary care physicfan‘

04/03/20Q1

o (melcmyyy ]

INERAR TS 1 Tt sy
1. Name (give {abeled strength and mfrlabeler, if known)
#1 alendronate. aspmn plavix

"2

2. Dose, fraquency, sndroute used (3. Therapy dates (if unknown,

give duration)
Fromilo (of hest astimata)

#1_10mg ad, 81mg qd. 75mg od ' hd
#2 o 2 B

4. Diagnosis for use (indication) ' 5. Event abated after use
#1 Osteaporsis, stroke prevention stopped or dose reduced
2 "' [ Jyes "o [Inia

[ Al K2
+ 8. Event reappeasred after
¥2 Ln reinroducton

6. Lot # (if known) [7 Exp. cnn-.-(.runown)j [yes _]m[ 1 Nm

9. NOC Number {for product problems only) :

» #1 Clyes [Ton I

#2Dyes r_:]no Lt 'N’A‘ )

10. Concomltnm medical products and therapy dates (exuude
treatment of evert)

I!_

1. Brand name

2. Twe o! davice

> ECE ETV ED (oo
,fj lay userlpaﬁem

! 5 Expnbon date

s MEDWAJLCHQIU oo
catalog # 1>7 It impianted,give dute

U X .

serial # L
lot # - & If explanted,give date
other # I tmo/daylyr)

9. Device available for evaluation? (Oo notsend to FDA)  » QF"

" Relevant tests/laboratory data, including dates A"

0 d
2

ao
D\

tos<C

gk

(yes [Ono [ jretumed to manufacturer on
10. Concomitant medical products and therapy dates {exclude treatment of
event)

7. Omer relevant history, mdudmg preex:stmg meducal cond’lhona (e g.
flergies, race, pregnancy, smoking and alcohol use, hepatic/renal
Fysfuncﬁon, etc.)

2. Health professional? | 3. Occupation 4. Also re-poned to

@'yes D no p‘ ! mHMl\ i manufacturer
ST F“‘uurfacimy
. 1t you do NOT want your identily disclosed ﬁ distributor

to the manufacturer, place an "X in this box.

Malito: MedWatch
5600 Fishers Lane
Rockville, MD 20852-9787

Submission of a report does not constitute an adrhike

CTUVIHIEE

or

FAX to:
1-800-FDA-0178

mgt medlcal personnel or the product caused or contributed to the evert.

NSS




J.FIOJ.V.I.CI

I

A. Patlent mformation

1. Patiepgti ifier | 2. Age at time
olevent ;

ML[HWWMWWWWWWM

Y

Date
Ir confiderce ; ofbirth:

T:nr \/’OLL’L\'TA%R&’ repur[ing Form Acprovea. 2Ma Yo, 19100291 Exsues: 1 L3N

Page

Adverse event  and/or D Product proolem (eg delects/malfunctiéns)

1ealth protessionals of adverse -

. - . i rage ana —

vents and product problems ( . f"»,_-,: sequanca » / lsL/ P?ﬂ /
of . -)’7€\§_

. Qutcomes attributed 0 adverse event
icreck 3 Mat apply)

[7 aeam

mo.cay. vt

¢ lie.lhreatening

{: aisability

D conganial ancrraly

m ‘equireg intervention 10 srevent

03

permanent imparment/damage

TCidawees

C: hospianzeion - vual =r arotorged ,-— sther:

3 Date of i ' - N PYY) C
event N ° {
0 Gy / ) )7 c this report q - 2 -

Describe event or ptodlem

wn

not given)

Suspected Drug: Enoexaparin 30mg SQ qd + ASA qd (dose

Reaction: Hematemesis, severe anemua. UGI bleed (}
PMH: PSVT, HTN, migraines. osteoarthritis. cataracts,
hypercholesterolemia, depression, non-ulcer dyspepsia.
recurrent CVA (on Coumadin in past but erratic PTs,
switched to Enoxapann recently), multiple infarct dementia
HPI: 78 yo F, 607, 41kg, presented 12/29 with c/o dark stools
x past 2 weeks. weakness, unable to walk since 12/25

vit K depletion

chl

constipation)

\c_ 721227

Epistaxis x past few days. VS BP 95/63, HR 102, R 22, 02
sat 94. Black stool strongly heme +, NG tube: bloody material
in stomach. Per GI consult: UGI bleed likely given chronic
ASA ingestion aggravated by Enoxaparin. as well as probable

Labs: initial EKG: sinus tach + inferolateral ST depression,

CPKs NL, WBC 26.5H, Hgb 4.5C, Hct 13C, Plt 449K, N 85,
L5 PT23.1 H, INR3.11,PTT 44, Na 137
C1108L, Gluc 199H, BUN 60H, SCr 1.8H, BUN/SCr = 38.3,
Digoxin 1 ng/ml, H pylor negative
SH/FH: No alcohol or tebacco use
Allergies: NKA (Hydrocodone -- n/v, Verapamil-

Meds: Robaxin 500mg po q8h prn, Lanoxin 0.125mg po gd.
Lescol 40mg po qd. Lovenox 30mg SQ qd, ASA qd,
Cimetidine 400mg po qd, Multivitamin qd. Vit C’E‘Ca gd.
Lopid 600mg po qd., Toprol XL 30mg po qd. Darvocet-N 100
| po q 6-8 h pm. Phenergan 25mg po pm
L—| Treatment: Admit to hospital, O2 per NC, [V NS, 4 units
PRBCs, Vitamin K 2.5mg po , GI consult, EGD, Pepcid,
Phenergan, Cardiology consult: no MI, Per EGD: shallow
ulcer confined to apex of duodenal bulb with minimal to mild
oozing. hiatal hernia. probable Barrett’s esophagus
Outcome: Discharged 1/1:01 in improved condition on
Lanoxin, Prevacid, Toprol, KCl, Sorbitol and Plavix 75Smg po

.K42C0O214.8L,

3

S—

FDA Form 3500 (5/93)

or FAX to:

Mail to: MEDWaTTH
I—: i l !: 5600 Fishers Lane
Rockville, MD 20852-9787

1-800-FDA-0178

See UMB statement an ‘ever
DA Jse Oniy

Suspect medication(s)
1. Name (give ‘abelea st ength 3 T |£=.e. f krodvn!

@Y)OXGpa"VN BOA,
5 ASA qd

2 Dose, requency i routelusea P2 Tgfrap) dates . [ ir<rown, ive suraton,
Q5N 2RSE 23matey

"30m §Q 3d [ TR AL ¢
> unle cose 9d '

4 Diagnosis tor use irn:nca!lﬁ S. Event abated after use

stoppecd or dose reduced
hx (VA —

71 Cogs T imo [ 1S0esn
oves _ino [ i598%

%2 M
CVF) — Tne T doesn

3. Lot # if Rown: 7. Exp. date ..i «r cwr, Teves —-&GBi
1
=1 \ 3 Event reappeares aHe-

"

~3 remntroguction
22 72 —
2! Gyac L *r=<~'
9. NDC # (lcr proaxqoc.ems ary, k
“G Concomnant medical srecucts o3 m2as. taes

D. Suspect medical devi.e

1 Brand name

2. Wype om;‘
-
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2. Oincomen anriturted to advarse avent .
(7] disabify

{check all that apply)
D cengenital anomaly

E] death
[ required intervantion te prevart

oy ye)
[[] me-inreatening permansnt impaiment/damage
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reintoduction
2 #2
1 yes o Dggggyn't
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transfused 2 units of PRBC's

tx. to ICU,

D. Suspect medical device
1. Brand name

2. Type of device

3. Manufacturer name & address 4 Operator of device

_1 health professional
-
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THE FDA MEDICAL PRODUCTS REPORTING PROGRAM lnternet submiSSlon - Page 1 “’-

Patie ormatio C. Suspect medication(s) *

1. Patient identifier [2. Age at time 3. Sex 4. Weight 1. N‘gmnf {Product Name) 5 S(Labeled Strength) b (Mfr/Lat-eler)

of event: arfarin .5mg uPont
3550 o 77 Years (7] female ps | | /

or
Date ASA / 81mg /
: v
In confidence of birth: ) mae |7 o__ kgs #2

- 2. Dose/Frequency/Route used 3. Therapy dates (if unknovr., gve duration)
B. Adverse eve Or prod Propie 2.5mg JaD From Tu ‘or est estimate)

1. Z Adverse avent  and/or D Product proble m (e.g., defects/malfunctions) # / /O'a] #112/19/19%96 - 03/23/2001

2. Outcomes attributed to adverse event o 81mg / apb / Oral 1067 - 0% /0¢
(check afl that apply) [ disabifity #2 ra #207/28/1997 - 03/29/2001 |
7 death D congenital anomaly 4. Diagnosis for use (separate indications with commas) 5 Event atated after use

eath _____ . __ — -Fi
—  {mmiddlyyyy) required intervention to prevent # A-Fib. s'?p”d fr dose .rsduced
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glipizide, nephrology vitamin.

dehydration, and hyperkalemia secondary
to elevated INR -5.9-.

D. Suspect medical device

1. Brand name

. 2. Type of device

3. Manufacturer name & address 4. Ope-ator of davice
-

' | health protessional

RECEIVED | i1

MAY 04 2001 | _ommeee

o MEDWATCHACTU|

{rom ddtyy v}

5. Relevant tests/laboratory data, inciuding dates 7. if implanted, give dat-.:_

g # _— (mndeiyyyy)
serial # -
8. If explaited, give dat:
lot # - (mnd(?d/y"yy) 9
other # —
9. Device available for evaluation? (Do not senc device to DA}
D yes (] no D returned to manufactreron __ .
[mmidliyyyy) ]
10. C jtant medical products and therapy dates (exclude -reatment of event}

7. Other relevant history, including preexisting maedical conditions

(e.g.. allergies, race, pregnancy, smoking and alcohol use, hepatic/renal dysfunction, etc. }
1. Congestive heart failure. 2.
Atherosclerotic heart disease. 3.

Atrial fibrillation, on Coumadin. 4.

E. Reporter (see confidentiality section on back)

Chronic renal insufficiency with BUN in prarmb
the low 100s. 5. Type 2 diabetes, on VA PSHCS, 1662 S. Columbian Way
oral agents. 6. Bradycardia. 7.
Hypertension. Seattle Washington 98108
i United States ed.viL.gov
: r': i {ﬁz‘;q ? i 1 ‘. 2. Health professional? 3. Occupation 3. Alsc reported to
’ T * ~’§ § .’_, {v] ves 7] no {Pharmacist || mawfacturer
T Mail to: MEDWATCH CAPEKLD: 5. If you do not want your identity disclosed to L serfaciity
[ AP § 4 . ou 4o al n - 4
; 1-80 -0178 -
r gﬁﬂﬁ?ﬁsp"%iﬁ_zw ".FDA_OW the manufacturer, place an "X" in this box. v [ diswibuter
PN & .l
FDA Form 3500 Submlssioda’%{opon does nd qgﬁﬂ[{ute an admission that medical personnel or the product caused or contributed to tha eve  nt.
{‘:-( v N~
RN
¢
e /’ 3
17y
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THE FDA MEDICAL FRODUCTS REPORTING PROCRAM

A. Patient information
1. Patient identifier | 2. Age at time
of event:
or
Date
of birth:

3. Sex

[_7_“ female
D male

81 Years

or

In confidence

B. Adverse event or product problem
1. Adverse event  and/or D Product proble m (e.g., defects/malfunctions)

Internet Submission - Page 1 > ©

lbs

2. Outcomes attributed to adverse event D disabilty
il

(check all that apply)
" geath D congenital anomaly

,j (mmiddtyyyy) D required intervention to prevent

! life-threatening permanent impairment/damage

Z hospitalization - initial or prolonged D other: ___ ___
3. Date of 4. Date of

event 01/25/2001 thisreport 05/04/2001

(mmiddlyyyy) (mm/Gdyyyy)

5. Describe event or problem

81 year old African American female
presented to the physicians office with
complaints of dark stool for 24 hours

prior. Patient was referred to the
Emergency Room. Medical History:
Arthiritis, HTN, CAD, Hypothyroidism.

Patient was started on Aspirin and
Celebrex 15 days prior to admission.

In ER - Patient had black, maroon-colored
blood in rectum, guiac + stool.
Endoscopy indicated a lcm pyloric ulcer,
no active bleeding. On Physical Exam:
Patient denied abdominal pain, CP/SOB,
dysuria, cough. During Hospital
course, patient received 3 units PRBCs.
Colonoscopy performed and WNL. NSAIDs
and HTN meds were held. Patient meds
during hospitalization: isosorbide
dinitrate 10mg TID, omeprazole 40mg BID,
levothyroxine 0.025mg QD. Patient was
discharged 1/30/01.

OLUNTARY reporting . O A A s OMB statommant o0 e verat
FDA Use Only

th professionals of adverse e — ; T

and product problems A sequence [ ({ :Z 75 /|

C. Suspect medication(s)
1. Name (Product Name) 0(Labeled Strength)
mg

{Mfr/_abeler)
Celebrex

#1

#QAspirin /325 mg / T

2. Dose/Frequency/Route used 3. Therapy dates (if unkrown, give duration ]
200 QD 4 From To (or besl estimate:

™ / /°'a' 101,/10/2001 ~ uv1/25/2001
325 {QD / . o .

#2 Oral #201/10/2%01 01/25/2001

5. Event abaled after use |
stopped or dose reduce 1

# %T/iye, Jno [:]app vt

4. Diagnosis for use {separate indications with commas)
#q Arthricis

Arthritis ,and presumably HTN/CAD

#2
Vive:s doe: '(
6. Lot # (if known) 7. Exp. date (i known] | 7 vlye: E’ no JgogR
# # 8. Event reappeared after
reintroduction
#2 #2 - \
1 “ves [ no v ggS)“
9. NDC # (for product problems only) — -
- - #2 _lyee [ no V] ggsfy"l

10. C itant medical products and therapy dates {exclude treztment of event)
Synthroid 0.025 mg QD, Isordil 10 mg TID,
Norvasc 10 mg QD, Demedex 10 CD -as

listed on admission-

D. Suspect medical device

1. Brand name

2. Type of device

3. Manufacturer name & address 4. Operator of device
[j nealh professionat
[j '8y user/patient

[ _J othe:

5 Exp iration date
‘mev ddiyyry)

® s neECEIVED

6. Relevant tests/laboratory data, including dates

1/25/01 WBC 14.7; 1/26/01 WBC 13.1;
1/28/01 WBC 9.1; 1/29/01 WBC 8.8; 1/30/01
WBC 8.2. 1/25/01 RBC 2.48; 1/26/01 RBC
2.14; 1/27/01 RBC 3.53; 1/28/01 RBC 3.25;
1/29/01 RBC 3.5, 1/25/01 Hgb 8.2;
1/26/01 Hgb 11.0; 1/27/01 Hgb 11.4;
1/28/01 10.7; 1/25/01 Hgb 11.4; 1/30/01
Hgb 10.3. 1/25/01 Hct 24; 1/26/01 Hct
20.8; 1/27/01 Hct 32.3; 1/28/01 Het 30.2;
1/30/01 Hct 30.1.

If implar ted, give dat¢ 7

camon . MAY-G72001— |

immeIdiyysy)
serial #_______
8. If explarted, give dals
MEDWATCH CTU[ et
other # |
9. Device available for evaluahon? 1Do not send device to FDA)
U yes L ] no \__] returned to manufactureron _

n~vdak vy

7. Other relevant history, Including preexisting medical conditions

(e.q., allergies, race, pregnancy, smoking and alcohol use, hepatic/renal dysfunction, etc.
81 yo African American female ambulates

with a rolling walker. NKDA. Denies

current tobacco and alcohol use. Patient
stated that she had
esophagogastroduodenoscopy more than 5

years ago and was normal. Patient stated
that she started taking Celebrex and

Aspirin about 15 days prior to this event

)

5

10. Concomitant medical products and therapy dates (ex:lude treat:nent of evant)

Mail to: MEDWATCH or FAX to
5600 Fishers Lane w -800-FDA 0178
Rockville, MD 20852-97877,]

ALA

FDA Form 3500

CTe J14A?S5,

Submission of a report does not constitute ﬁ zgwon that medical personnel or the product caused or contributed to the eve nt.

United States ]
2. Health professional? 3. Occupati 4. Also repcried to
yes [] no [Pharmacist L] manuacturer
5. |t you do not want your identity disclosed to ‘—] user facility
the manufacturer, place an “X" in this box. [__ ! dstritutor




A

y report

i
AR e DWATCH

For VOLUNTARY reporting by health professionals of adverse evems and product problems
Internet Submission - Page 7)_ ¢

B6. Relevant tests/laboratory data, including dates continued
1/25/01 PT 15, INR 1.2, APTT 21. 1/27/01 Na 143, K 3.5, Gluc 80, BUN 3.
0.4, Ca 9.0, Mg 1.8, P 2.8.

Mail to: MEDWATCH or FAX to:
5600 Fishers Lane 1-800-FDA-0178
Rockville, MD 20852-9787

Submission of a report does not constitute an admisslon that medical personnel or the product cau

/142175

sed or contributed to the eve

1/30/01 BUN 9,

nt.

14 275/

SCr
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THE FDA MEDICAL PRODUCTS REPORTING PROGRAM

A Patie O atio
1. Patient identifier | 2. Age at time 3. Sex 4. Weight
0171 orevent: 72 Years [ femate Ibs
or
in confidence 00::;““1____.—__ [} male 61 ygs
B. Adverse eve or prod prople
1. [7] Adverseevent  andior [] Product problem (e.g.. defects/malfunctions)
2. Outcomes attributed to adverse event L
(check all that apply) [ disabitity

D congenital anomaly

@ required intervention to prevent
permanent impairment/damage

—
.4 death

:] life-threatening

@ nospitalization — initia! or prolonged :] other: _____ ____
3. Date of 4. Date of

event 10/26/2000 thisreport 05/03/2001

(mmiddryyyy) (mmiddiyyyy)

5. Describe event or problem

Patient on chronic low dose ASA started
clopidorel 2 weeks PTA for claudication.
GI bleed requiring hospital admission.
HCT on admit 16. Acute on chronic renal
failure secondary to GI bleed. EGD
revealed 2 gastric ulcers, injected with
epinepherine.

RECEIVED

MAY 0 7 2001

MEDWATCH CTU

6. Relevant tests/laboratory data, including dates

Labs: 139 106 79 Glu 164 4.7 16
7.2 CBC: 10.9>16<279 MCV 85.5 ICa
2.14 Mgl.5 P04 5.3 PT 13/1.0/44

/OLUNTARY reporting

alth professionals of adverse
nts-and product problems

internet Submission - Page 1

Form Approved OMB Ni». 0911-0291 Expires: 04,3003

FDA Use Only

Sea OMI} staterment on revirse

Trisge unit
sequence ¥

YL 1;5]

C. Suspect medication(s)

(IAfriLabeler)

1. Name (Product Name) {Labeled Strength)
" Clopidogrel 75mg
ASA 81lm
» /o /

2. Dose/Frequency/Route used

3. Therapy dates { unknwn, give duration) ]

75 D From To {or best estimate)
w o /q /o"" #109/28/2001 - 10/28/2001
#w°1" /qD /Om' #203/26/2001 ~ 10/28/2001

#1 Claudication.

4. Diagnosis for use (separale indications with commas)

5. Event abatad after use

stopped or dose reducet!

0 ASHD

6. Lot # (if known) 7. Exp. date (if known)
#1 #1

#2 #2

M vy [ono IRt
#2 viye: [ no :ﬁlgggfy"‘

8. Event reappeared after

9. NDC # (for product problems only)

#1 "lyen [ no Z\gggﬁ“

reintrcduction

#2 _lyes ¥ no Dgggf)‘t

D. Suspect medica
1. Brand name

10. Concomitant medical products and therapy dates (exclude tres tment of event)

| device

2. Type of device

3. Manufacturer name & addres

4. Operatcr of device
j hea th professiona
J lay user/patient

7. Other relevant history, including preexisting medical conditions

(e.g., allergies, race, pregnancy, smoking and alcohol use, hepatic/renal dysfunction, etc. )
PMH: 1. CRI 2. HTIN sec to RAS 3. DM-

diet controlled 4. COPD 5. CHF/Pulm HTN:

6. hx/o GI bleed 7. hx/o nosebleeds last

one 2 months ago requiring packing at ER.

8. PVD 9. HITT: ? versus drug induced
thrombocytopenia 10. Ascites: tapped 12/99

Y

:] other:

5. Expirat on date
5. (mintddAnyy)
model #

7. If implanted, give date
catalog # JE— (mm;‘fnm, g
serlal #

8. If explanted, give date
lot # (e 1/ 30y 1yy) 9
other #
9. Daevice available for evaluation? (Do not send device to FDA)

D yes ‘._] no I_‘ returned to manufactureron __ __
{mmiciyyyy) |

10. Cor itant medical products and therapy dates {excluce reztment of event)

E. Reporter (sce confidentiality section on back)

——
Mall to: *MEDWATCH or FAX to:

1-800-FDA-0178

DA,

5600 Fishers Lane
' Rockville, MD 20852-9787

FDA Form 3500 g..&,,,
cro- 142166

1. Name
PharmD
VA PSHCS, 1660 S. Columbian Way
Seattle Washington 381cC8
United States mad . vi . gov
2. Health professional? 3. Occupation 4. Alsa reported to
[ yes [J no [|Pharmacist ™1 manufactsrer

5. If you do not want your identity disclosedto
the manufacturer, place an “X” in this box. v

o

!_I use- facility
7] dist-ibutor

a report does not constitute an admission that medical personnel or the product caused or confributed tc the eve

nt.
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THE FOha MEDICAL PRODUCTS REPORTEING PROGRAY

A. Patient information

|1 Patient icentifier 12 Ageattine

-

’ I coniidence

of event:
of

m

392

Vad

Date
of birth:

AR B T e

e,

nc. o
For use by user-facilitics,
wors and manufacturers for

MHe repoct 3

NSALSS2001010820

ANDATORY reporting

CF Db repunt #

FDA Use (nhy

s REOPRCIZ mg/wl solut

AT TAN T

Rt
FR VAN

42 HEPARIN SCD {HEPARZ

cam T T
.)-..J.;I.“’.;

2. D, fregaercy & rovte used

Therapy dates tif

JAFRC L

51T Tromyis (o et ol e
;[ 1. m Adverse event and/or D Product problem (e.g . defecmallunctions) 41 08/24/00 - 2R, 22700
19 N j #2 —vr

2. Outcomes attriboted to adverse evznl Fe LV R Ve .
§ 7 chock 2 that appivl [ giscvituy 92 0R/24/00 - 08/25:00
: o 1 Diagnwsis for use  lindicaton? 3. Event abaled alter use

E] Jevh E congemtl anvmialy
E] Sy

E] espital s TR T prnton e

Ay E reguiced interyention o present

PETNUNCTT i MpAITMeRL LU

D ather

#1 ACUTZ MYCCARDIAL

stupped or dose reduced

l

I Dateof 4. Dateafl
event 08/25/G0 this report 24,117C1
vawsilarigt IvdaynTy

5. Describe event or problem

Regcort received invelves & subject enrolle
in a Genentech Phase IIIB, rardomnized,

~pan-_abel

Tan study comparing enoxaparin,
heparin and akbciximab in use in combinatio
with TNXase in subjects with acute
myocardial infarcticn {AMT) .

|
|
|
|

a 52-yesar-old woman sunject
weight not specilied,
on 25-aug-22.
wyccardial in

{#537204) .
developed a CGI ble=c
The subject presented with
farction on 24-Aug-00 and wes

randomized to the hali-cose TNKase,
Zbciximap and neparin arm of the study.
25-Aug-00, six rours and 40 minutes a

D

Fraxr

- .
INFARCTION 41 a wen D e dewsnt
FTZCJTE MYOCARDIAL ppay
TNWARCTT

IRARCTION 2 D‘_,:; D b1l Liwrsnt
A Lot # tilkrownd 7. Eap. date  Fknowr) apply
#1 #1 $. Event reappeared afier

reintrodncion
a2 £2]
i #1 D Wi D e 2 Jowsat

9. NDC#-  for product prablems only iif xnowar apply

D s D no D docsnl

apply

;0. Concomitant medical preducts
1) ASPIRIN(ACETY
ICYLIC ACID;
TNSULIN ( INSULIN)

n

LSAL-

a

.

. Contact office - name/address

ang thetapy dite

soxeJuds geatmesti
] /=
J2272/7?

<

03/24:0C

c&/24/00 - 08/25/00

Phone number

i rugys were admiristered, the Egg:occr, Ing. 10-889-45353
S 13pzd a GI bleed. The akcixixab 20C Grean Valley Parkway Vs -
Poi was decreased by one-kalf dose. an ¢ | Malvern A 19335-1307 R o
. aPTT was 2%S.3 seconds. A second episode ct usa check all that applv)
537 kleed occurred and the heparin and { Informing Unit ) K] soroen
apciximab irnfusicns were discontinued. The )
sub-ect was hemodynamically unstakle and was b s
freated witn volume replacement and a blcod O siterawre
-rarsfusion. An upper gastrointestiral
endcscopy was performed on 25-2aug-20 and O wesomer
revealed severe distai esophagicis. A K] reash
corcnary angiogram was performed on 1. Date received by manufacturer 5 protessianl
31-2ug-00 and snowed multi-vassel disease. (motdaxiye) i (ANDA® » .
! {Can* 3 04/05/01 i LCT Ry
A Relevant tesisMaboratory data, iacluding dutes IND# o D company
6. (f IND. protocol ¥ PLA S ‘ repressabive
. tLap datz cont N2139G/1123.13 [ eiruter
- pre-193% D ves
\ 7. Type of report . D wrer
1heck ail that apply) orc E] yos
I procust
i D S-day E 15-day -
i 3. Adverse evenl lermyst
l [ 100w [ reriooe 1) OESOPHAGITIS
2) CORONARY ARTERY
3 B imoniat []lmhwmpk CISORDER
} (Cont .t 3} GI HATMORRHAGE
‘ 7. Other -clevant history, including preexisting medical conditions ic.g.. allergies, ruce. Y. MIr. repurt number
preznancy, siroking and ileshol Lse. tepaticirenal dysiumction, cic.} ISADSS200100€57

Ckesity

Hypertensicn, diabetes mellizus,
hyperchglesterolemla and PTCA witheout
infarction

t

Name, sddress & phone #
Mr James Nickas

1
Senetach, InC. |
) [t + 1 DNA Way VI n .
RE ; — South San Francisca, CA 94C80-49%2" P
W\
% |
_/,-' F\"’I" .‘; ; ywatission of a reort dues ot constitate an 2. Health professionai? Ocenpation 4 l‘zjn'xliul rep:?:;;:‘[?\o
-} drmission that medical p 1, user facility. Sharmacis
¢

distributor, manufacturer or product caused vr

2300A R contributed 1o the event.

B e O

D ws D no E 1313

AfH LY 2001



Cantnrny,

i

THE roA MEGGUAL _ dRULLLLe moemes Page
D
Patient identifier 2. Age at time 3. Sex 4. Weight
. of event: fomale )
| ' * w D © B
r
! Date D male
© o coniderce of birth: ? K3
} prod p

il D Adverse event and/or D Product problem {e.g.. defectvmalfurctionst

nc.
7 ase by user-facilitios
rs and manufacturers for

{DATORY

raporting

o
ot 2

ApPHET T ey s R

i repors ¢ i
NSADS85200101005C |
L¥/Dist reprt#

FDA Use dmin

C. Suspect medication(s)
I, Name (@ive labeled sreagih & m

43 TENECTEZIPLASE

ttNabeler, i Knownd

#d

© I Dume dregueney & route used

2 e
EANEARS 1

P

—ime(s), IY

1
bel

3 Therapy dates
Tt -or hest otinmty

A3 CB/24/0D - 08/24/0C

EUURRIOWD, S e

l T Duteomes attriboter to miverse eveul _— .

sehees b thit apols) L] disabwity

E congenual ancraly

D required inkerveation W preven
permanent impairment/damage

D other:

D eeizalizagis 1 - it or provenged

T DateoS 4. Date of
! event this report
| Tmavda . imdayisr!

5. Describe event or problem

& Relevan! testslaboratory data,

\

including dates

" Other relevant histary, .ncluding preexisting medical conditinng
pregrancy. smcking sed aleahol wse, Bep atieiremal dystunczon, eic.)

(e.p.. lergies. race.

E2)
X
4. Disonosis for use  ndication: 3. Event abated after use
¥1 ACUTE MYOCARDIAL stopped or dos reduced
TARCTTIO
INFARCTICON o [Jws O Qo
(2] apply
4 D\M D e D doesni
A Lot 4 ol kmewnt 7 Fap.dae i kpewa) - appiy
# & % Event reappeared after
reintrocucting
H 4
£ D)\:s D A doesnlt
2 NDC - fer product problems aaly v known: APRLY
#4 ves HIS Joeset
O Ow Ot

1), Conconiitant medical products

1. Contact office - name/address

v daes (eachude teatment of event)

i& mitiry site for devives) 2. Phone number

3. Report source
{check all thit apply)

D freign
siudy
herzure
consumer

health

4. Date received by manufacturer
(madustyr)

< protessional
(AINDA #

user Lactlity

6. IFIND, protocol #

~

. Type of report
seheck ali that apply)

D 5-dav D 15-day
D t0-day [:] penodic
D Tmitial

D filow-up #  —n

00O oo oocoo

IND 2
—— cempany
representative
PlLA %
& b .
distributor
pro-iu3d D Wy
ot Her
o]
product D y

3. Adverse event termls}

9. Mir. report number

). Name, address & phone #

D33

Submission of a report does not constitute an
admission that medical personnel, user facility,
distributor. manulacturer or product caused or

ZOA F s ruie cuntriboted to the event,

2. Health professional” 3

D yes D n

Occupation 4. lLnitial reparter also

sent report to FDA

Dycs DnoDurk‘

APR 19 2007



CantoHonr Ind sa t
\ 3

iy

Mir. report # NSADSS2001010630

|

B. Adverse event or producl problem

Page 2 ar 3

Date of this report : (0:4/11/01

B.S Describe event or problem {Cont...}

The event resolves with no new episodes of GI bleed occurring since the Giscentinuaczion of
the soudy drags
me imRETIZATIY TTNS {ders the event possibly raela-ed =o study therapy.
B.6 Relevant testsflaboratory data, including dates (Cont...)
Lab Result :
S1l.No. Test date Test name Test resul: Normal value
M 13,2300 THROMBOPLASTIN 25.% ses (seldnd
ENDOSZGRY UHK
upger CGILAY diszal escphagitis
T oFrol NE INY

Angiosgram/ raisti-vessel diseasz
C10. Concomitant medical products
Seq No. : 1
Concomitant Medical Product + ASPIRIN (ACETYLSALICYL < ACID)
Dose. frequency & route used : 1) unknown
Diagnesis for use{indication? ;1) UNKKOWN
Seq No. 1 2
Concomitant Medical Product . INSULIN{INSULIN}
Dose, frequency & route used : 1) unknown
Diagnosis for use(indication) : 1) UNKNOWN

A il

APR 1§ 2001



Indivicual Safety Report
— UF/Dist repont # ]
+" indicates
P #3721893-7-00-01% item continued _
THE FOA MEDICAL PRODUCTS REPORTING PROGRAM Page_1 of 6 FDA Use Only
A. Patient 0 atio e adicatio
1.Patient Identifier [2.Age at time . Sex 4. Weight |1. Name (give labeled strength & mir/labeler, if known)
of event: 72YRS 126.01bS | # 1 NORVASC TABLETS
or [Xj Female or |
in conigence Date of Birth: (M [ Male kgs #2 TROGLITAZONE Cont.
R A Arco AVE ar prod - 2. Dose, frequency & route used B.Therapy dates(f unkncwn, give cura jon}

Approved oy FDA on L2/12/93

# 1 500 MG TOTAL.DAILY:ORAL

fromito (cr best estima es)

MEDICATIONS.

DESCRIBED AS SOMNOLENCE.

WITH CLAUDICATION.

MELLITUS, UNCONTROLLED HYPERTENSION, NON-Q-WAVE
MYOCARDIAL INFARCTION, RIGHT CORONARY ARTERY DISEASE,
CHRONIC RENAL FAILURE, AND FATIGUE WAS PRESCRIBED
NORVASC (AMLODIPINE) 5MG DAILY FOR UNCONTROLLED
HYPERTENSION FROM 13MARCO UNTIL AN UNSPECIFIED DATE.

THE PATIENT ALSO TOOK REZULIN (TROGLITAZONE) 600MG DAILY
FOR DIABETES MELLITUS FROM MARS7 UNTIL MAR00, COUMADIN
(WARFARIN SODIUM) IN OCTO0O FOR DEEP VEIN THROMBOSIS
(DVT) PROPHYLAXIS AND ASPIRIN IN MAROO FOR AN UNKNOWN
INDICATION, IN ADDITION TO OTHER CONCOMITANT

ON 13MAROO THE PATIENT EXPERIENCED A FLUSHED FEELING
WHICH WAS THOUGHT TO BE SECONDARY TO PLENDIL
(FELODIPINE) . FELODIPINE THERAPY WAS DISCONTINUED AND
NORVASC (AMLODIPINE) THERAPY WAS STARTED. SOME TIME IN
MAROO, TROGLITAZONE THERAPY WAS DISCONTINUED.
28JUNOO, THE PATIENT SAW HER PHYSICIAN FOR SWELLING OF
HER FEET AND PAIN IN BOTH LEGS WHEN WALKING.
ALSO BEEN FALLING ASLEEP EASILY, WHICH THE PHYSICIAN
THE PHYSICIAN DETERMINED THE
PATIENT WAS SUFFERING FROM PERIPHERAL VASCULAR DISEASE
ON 05JUL0O, AN ARTERIOGRAM WAS

ON

SHE HAD

#1 03/13/00 - UNKNOWN
1. Adverse event and/or [ Product problem (eq. defects/matfunctions) —
500.00 MG TOTAL
3. Outcomes attributed to adverse event #2 #2 03/-197 - 03/-/00
(Check all that apply) O disability 4. Diagnosis for use (indications) 5. Event abated after L se |
[ death i a congenital anomaly 4 { UNCONTROLLED HYPERTENSION stopped or dose redued
ite-th (mo/daylyr) required intervention to prevent doesn't
0 lite-threatening permanent impairment'damage # 2 DIABETES MELUITUS 41 Oyes @Mne O apoly
[® nospitalization - initial or prolonged [ other B Lot # (f known) 7 Exp. date (1 kown) ’” daosj'ry\“t'
3. Date of 4. Date of # 20 ys @ no O
event 06/--/00 this report  05/08/01 1 UNKNOWN #1 UNKNOWN 8 Event reappeared a ter |
imorday/y") (moiday/y?) #2 UNKNOWN #2 UNKNOWN reintroduction
5. Describe event or problem dousmt
MEDICAL RECORDS RECEIVED FROM AN ATTORNEY INDICATED THAT 9. NDC # - for product problems only (itkriown) ¥ 1] y2s (] no [® edly
A 72 YEAR OLD FEMALE WITH A HISTORY OF DIABETES NA doessn't

FZ Clyes [1ro ® apaly

10.Concomitant medical products

GLUCOTROL XL
CLARITIN
PRINIVIL
XANAX
PREMARIN
ARTHROTEC

G. All manufacturers
. Contact office - name/address (&

and therapy dates (exclude treatmznt of event)
UNKNOWN - PRESENT

UNKNOWN - PRESENT
UNKNOWN - PRESENT
UNKNOWN -~ PRESENT
UNKNOWN
UNKNCWN

2. Phone number
212-573-3129

mtring site for devices)

DEC99:
FASTING BLOOD SUGAR:
HEMOGLOBIN Al1C: 7.4

164

LIMAROD:

BLOOD PRESSURE 140/40
PULSE: 72

BEIGHT: 63 INCHES

6. Relevant tests/laboratory data, inciuding dates

+

(check all that app-y)

PFIZER REGULATORY SAFETY
PFIZER PHARMACEUTICALS I—
235 EAST 42 STREET 3. Report source
S.ESV.VAYOR K, N.Y. 10017 (check all that ap jy)
[] toreign
0 study
] terature
2 [® consLmer
4. Date received by manufacturer [5- health orof 1
(maldayiy) (A) [ health profess ona
NDA # NDA #19-787 . ili
02/27/01 IND # 0 user facility
PLA # — company
6. It IND, protocol # [0 representative
N/A pre-1938 7 yes [ distributor
oTC sther
7. Type of report product  E1YeS a

[ s-day 15-day
[J 10-Day O perjodic A
[ initial

DI2ZINESS:

- MAR99Y

NICOTINE CONSUMPTION:
- SINCE 1920
HYPERTENSION:

- SINCE 1932

NAUSEA:

~ 02DECY6

VOMITING:

7 Other relevant history,inciuding preexisting medical conditions
(e.g., allergies, race, pregnancy, smoking & alcohol use, hepatic/renal dysfunction,etc.)

+

O tollow-up #
-

. W{r. report number

A109931

E. Initial reporter
1. Name , address & phone #

FOA

Fascimile Form 35004

Submission of a report does not constitute an admission
that medical personnel, user facility, distributor, manufa-
cturer or product caused or contri

buted to the event,

GASTROINTESTINAL HEMORRHAGE
COAGULATION DISORDER

uITE D

8. Adverse event term(s)

BOMNOLENCE
PURPURA

ILEUS
LAB TEST ABNORMAL

Ay 5 4 ik

2. Heaith professionai?

0 yes W ro

PARALEGAL

3. Occupation

4. Initial reporter also
sent report to FDA

Cjyes OQro [Run:




1 Sa Approve: oy FDR cn L2/ 32/33

ARG e —

Page 2 of 6 _ FDA Use Cnly |

C. Suspect medication(s)
1. Name (give labeled strength & miriabeler, it known)

# 3 WARFARIN SODIUM

#4 AspIRIN

2. Dose, frequency & route used [B.Therapy dates(f urkncwn, give dura o]
# 3 5.00 MG TOTAL:DAIY:ORAL €3 100000- p::;::?_ (cr best estima es)
# 4 UNKNOWN #4  0V-/00- UNKNOWN

3. Diagnosls for use (indications) 3. Event abated after L se |

43 DVTPROPHYLAXIS stoped or dose reduced

# 4 INDICATION UNKNOWN ,#_3. ® ves 1o 0 da ; ;;\t
6. Lot # (if known) 7. Exp. date (if known) UNKNOWN @t
4yes[Jro O
#3 UNKNOWN #3 UNKNOWN a
. Even reap eared a%
#4 UNKNOWN #4 UNKNOWN reintroduction
OWN dosn’t
S|
#3 ) yes[Jno [ agply |
; UNKNOWN

doesn’t
1I#'Q'D yes [J o O aply |

© DSS

- e MAY 7 4 qp
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BS. EVENT DESCRIPTION - Continued

PERFORMED AND REVEALED A 75% SIGNIFICANT STENOSIS OF THE RIGHT EXTERNAL ILIAC. ON 25SEP00, THE PATIENT SAW HER
PHYSICIAN FOR BRUISING,LEG EDEMA AND FATIGUE. THE LEG EDEMA WAS THOUGHT TO BE SECONDARY TO AMIODIPINE.
AMLODIPINE THERAPY WAS DISCONTINUED. IN JUNOO THE PATIENT HAD AN ELEVATED THYROID STIMULATING HORMONE (TSH)
LEVEL OF 5.52. ON 11JULOO THE PATIENT HAD A STENT PLACED TO THE RIGHT ILEAC ARTERY. AS OF 11lJUL00 THE PATIENT
CONTINUED TO COMPLAIN OF SWOLLEN FEET AND LEGS HOWEVER SHE DID NOT HAVE ANY CLAUDICATION AFTER HER STENT
PLACEMENT. ECCHYMOSIS WAS NOTED ON THE PATIENT’S RIGHT ARM DURING THE PHYSICAL EXAM. ON 090CT00, THE PATIENT
WENT TO THE EMERGENCY ROOM FOR RIGHT LOWER EXTREMITY PAIN AND SWELLING AND WAS ADMITTED TQ THE HOSPITAL. SHE
WAS PRESUMED TO HAVE DEEP VEIN THROMBOSIS AND WAS STARTED ON HEPARIN. DOPPLER SCANS WERE NEGATIVE FOR CEEP VEIN
THROMBOSIS, BUT ON 100CTO00,

THE PATIENT’S VENOGRAM WAS POSITIVE FOR DEEP VEIN THROMBOSIS. SHE WAS GIVEN COUMADIN (WARFARINM SODIUM) AS A
PULMONARY EMBOLUS PROPHYLAXIS AND DEMEROL (PETHIDINE HYDROCHLORIDE) FOR HER PAIN. HER HEMOGLOBIN AND HEMATACRIT
AT THAT TIME WERE 11.2 AND 32.5 RESPECTIVELY. THE PATIENT WAS DISCHARGED ON AN UNKNOWN DATE.

ON 120CT00 SHE WAS SWITCHED FROM HEPARIN TO LOVENOX AND CONTINUED ON KER COUMADIN, BY 170CT00 THE PATIENT FELT
BETTER, HER LEG PAIN HAD IMPROVED AND HER PT AND INR WERE 19.0 AND 2.48 RESPECTIVELY.ON 23NOVOQU, THE PATIENT
AGAIN WENT TO THE EMERGENCY ROOM WITH SWELLING OF THE RIGHT LEG AND UPPER EXTREMITY. IN THE EMERGENCY ROOM, SHE
WAS NOTED TO BE MARKEDLY ANEMIC AND SUFFERING FROM HYPERPROTEROMBINEMIA AND COAGULOPATHY, WHICH WEIRE THOUGHT TO
BE SECONDARY TO WARFARIN THERAPY. THE PATIENT'S HEMOGLOBIN AND HEMOTACRIT WERE 7.4 AND 23.4 RESPECTIVELY. THE
PATIENT'S WARFARIN DOSE WAS DECREASED AND HER PLAVIX (CLOPIDOGREL} AND VIOXX (ROFECOXIB) WERE HELD. SHE WAS
ADMITTED TO THE HOSPITAL FOR FURTHER OBSERVATION AND TREATMENT. THE PATIENT REPORTED EXPERIENCING BLACK STOOLS
FOR TWO TO THREE WEEKS. ON 28NOV00, AN £SOPHAGOGASTRODUODENOSCOPY WAS PERFORMED AND REVEALED HIATAL HERNIA AND
ANTRAL GASTRITIS. ON 29NOVOO, A TOTAL COLONOSCOPY WAS ALSO PERFORMED AND SHOWED

INTERNAL HEMORRHOIDS WITH NORMAL EXAMINATION OF CECUM AND NO OBVIQUS CHRONIC PATHOLOGY TO EXPLAIN ANEMIA. THE
PATIENT ALSO EXPERIENCED A GASTROINTESTINAL BLEED. TREATMENT WITH VITAMIN K (PHYTOMENADIONE) RESOLVED THE
PATIENT'S COAGULOPATHY. ON 04DEC00, THE PATIENT WAS DISCHARGED IN IMPROVED AND STABLE CONDITICN. ON L1DECO00
SINCE SHE CONTINUED TO HAVE EDEMA OF THE LOWER EXTREMITY AND COMPLAINED OF "VOMITING A LITTLE BLOOD" HER
COUMADIN WAS DECREASED TO 5 MG 1/2 TABLET. VIOXX AND HYDROCHLOROTHIAZIDE WERE ALSO DISCONTINUED DUE T3 HER GI
BLEEDING. ON 19DECO0 THE PATIENT PRESENTED TO HER PHYSICIAN’S OFFICE COMPLAINING OF LEFT THIGH PAIN AND
TENDERNESS. AS A RESULT, THE PATIENT WAS ADMITTED TO THE HOSPITAL FOR TREATMENT OF A DVT ON AN UNKNOWN DATE.
ON 15JANO1 SHE CONTINUED TO COMPLAIN OF LEFT CALF SORENESS AND HER PT/INR " HAD BEEN FLUCTUATING A LOT." ON
11JANO1 HER PT AND INR WERE 20.3 AND 2.82 RESPECTIVELY. THE PATIENT WAS INSTRUCTED TO INCREASE HER COUMADIN TO 5
MG DAILY. ON 18JANO1 THE PATIENT CONTINUED TO COMPLAIN OF PAIN IN HER LEFT CALF , AS A RESULT THE PATIENT WAS
ADMITTED TO THE HOSPITAL FOR TREATMENT OF A DVT ON AN UNKNOWN DATE. NO FURTHER INFORMATION WAS AVAILABLE AT THE
TIME OF THIS REPORT.

B6. RELEVANT TESTS/LAB. DATA - Continued

WEIGHT: 126 POUNDS
HEMOGLOBIN Al1C: 6.9 (NORMAL 4.5-5.7)

0SJULO0O:

PHYSICAL EXAM:

EXTREMITIES): 1+ EDEMA BILATERALLY. POSITIVE RIGHT FEMORAL BRUIT. DECREASED PEDAL PULSES IN THE RIGHT LOWER
EXTREMITY

ARTERIOGRAM-75 % SIGNIFICANT STENOSIS OF THE RIGHT EXTERNAL ILIAC ARTERY THROMBOSIS INVOLVING THE RIGHT CALF.

29JUNGO 1

RBC (MIL/UL}: 3.77 NORMAL RANGE (4.00-5.00)
HEMOGLOBIN (G/DL): 10.9 NORMAL RANGE {12.0-16.0)
HEMATOCRIT (%): 33.9 NORMAIL RANGE (36.0-48-0)

SODIUM (MMOL/L):134 NORMAL137-145

TSH (MU/ML): 5.52 NORMAL (0.46-5.0)
HEMOGLOBIN AlC: 6.7 NORMAL RANGE LESS THAN 7
31J0L00:

ALBUMIN: 3.4 NORMAL (3.5-5.5)

CARBON DIOXIDE: 19 NORMAL (20-32)

HEMOGLOBIN AlC: 6.7

090CT00:

HEMOGLOBIN: 11.2

HEMATOCRIT: 32.5

VENOUS DOPPLER AND VENOUS IMAGING: NO EVIDENCE OF DEEP VEIN THROMBOSIS

; DSS
100CT00: O

RED CELL WHOLE BODY VENOGRAM: FINDING SUGGESTIVE OF EVIDENCE OF DEEP VEIN THROMBOSIS

01NOVOO: wAY 4 S
PT 20.3 :
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INR: 2.82
06NOVOD:

RBC (MIL/UL): 2.75 NORMAL RANGE (4.0-5.0)
HEMOGLOBIN (G/DL):7.7 NORMAL RANGE (12.-16.0)
HEMATOCRIT (%): 25.2 NORMAL RANGE: (36.0-48.0)
PROTHROMBIN TIME

(PT IN SEC): 24.1 NORMAL 11.1-12.7
INR: 3.93 NORMAL RANGE: (2.0-3.5)
24NOV00:

HEMOGLOBIN: 7.4
HEMATOCRIT: 23.4

25NOV0Q:
CHEST X-RAY - NO ACUTE CARDIOPULMONARY PROCESS.
PROTHROMBIN TIME (SEC): > 45 SECONDS

29NOVO00:

TOTAL FIBEROPTIC COLONOSCOPY: REVEALED TWO INTERNAL HEMORRHOIDS AT 30‘CLOCK AND 11 O’CLOCK.

27NOV00:

RIGET FOOT X-RAY: FORESHORTENING OF THE S5TH METATARSAL BONE DISTALLY.

30NOVOO:1 NON-SPECIFIC CALCIFICATIONS ARE PRESENT IN THE PELVIC REGION, MOSTLY ON THE LEFT SIDE.

VASCULAR STENT TO THE RIGHT ILIAC REGION.

01DECOO0:
CHEMISTRY:
SODIUM: 138
POTASSIUM: 3.5
CHLORIDE:103
Co2: 25
GLUCOSE: 214
BUN: 10
CREATININE: .6
PHOSPHOROUS

11DECO00:
PROTHROMBIN TIME:

PATIENT TIME: 80.2 NORMAL RANGE (9.4-12.5)
INR: 6.7 NORMAL RANGE (2.0-3.5)
HEMOGLOBIN (G/DL): 10.9
HEMATOCRIT (%): 31.6
RBC: 3.62

15DECO00:
PROTHROMBIN TIME (SEC): 14.8 NORMAL RANGE (11.1-12.7)
INR: 1.53 NORMAL RANGE: 2.0-3.5

18DEC00:
PROTHROMBIN TIME (PT): 25.3 NORMAL RANGE (11.1-12.7)
INR: 4.32 NORMAL RANGE (2.0-3.5)

28DECO0:
PT: 18.4
INR: 2.33

11JANOLl:
PROTHROMBIN TIME: 20.3
INR: 2.82

O1FEBO1:
PROTHROMBIN TIME: 13.2 NORMAL RANGE (11.1-12.7)
INR: 1.22 NORMAL RANGE (2.0-3.5)

THERE IS A

DSS

MAY

L

6
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I

15FEBO1
PROTHROMBIN TIME: 13.4
INR: 1.26

B7. OTHER RELEVANT HISTORY - Continued

- 02DECY96

ABDOMINAL PAIN:

- 02DECY96

CHEST PAIN:

~ 03DECS96

BACK PAIN

- 03DECY96

HIATAL HERNIA:

- 04DECY96

ACUTE EROSIVE GASTRITIS:
- 04DECS6

SUPERFICIAL DUODENAL ULCERS:
- O4DECY96

RENAL CYST:

- O4DECYS

INTERNAL HEMORRHOIDS:

- 24JAN97

COLON POLYP:

- 24JAN97

PROBABLE ADHESIONS:

- 24JAN97

ALLERGY TO PENICILLIN:

- 24JANS7

ALLERGY TO MYCINS:

- 24JANS7

CONSTIPATION:

- 24JAN97

HYSTERECTOMY ¢

- 24JAN97

ESOPHAGITIS:

- 24JAN97

ELEVATED CARDIAC ENZYMES:
- MARS9

ACUTE NON-WAVE MYOCARDIAL INFARCTION
CARDIAC CATHETERIZATION:
~ 17MAR99

UNSTABLE ANGINA:

-~ MARY9S

MILD NONOBSTRUCTIVE CORONARY ARTERY DIS:
- 17TMAR99

SMALL BOWEL OBSTRUCTION
WEIGHT LOSS:

- 240ANS7

CHRONIC REMNAL FAILURE
SORE BUTTOCKS:

- 16NOV99 - FURNCLE NOTED ON LEFT BUTTOCK
GOUTs

LEFT ELBOW SWELLING
FLUSHED FEELING
HYSTERECTOMY

TUBAL LIGATION
CONGESTIVE HEART FAILURE (CHF)
FATIGUE

C10. CONCOMITANT MEDICAL PRODUCTS - Continued

VERAPAMIL UNKNOWN - PRESENT
PRANDIN UNKNOWN - PRESENT
HCTZ UNKNOWN

PLENDIL UNKNOWN - PRESENT

G8. ADVERSE EVENT TERMS -~ Continued

DSS

WOV

L 20
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PERIPHERAL VASCULAR DISORDER
DEEP THROMBOPHLEBITIS

DSS

MAY 1 4 2pm
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MEDWATCH

' THE FDA MEDICAL PRODUCTS REPORTING PROGRAM

For usc by user-facilitics,
distributors and manufacturers for
MANDATORY reporting
Pharmacia & Upjohn, Inc.

Perlodic Page 166 - 1

AP 0 o]
1, Patient identifier]2. Age at fime 3. Sex 4. Weight
UNK of event: UNK ] temste| UNK_ms
or
Dawe male
inconfidence | of birth: UNK [l IINK _«gs
B. A e eve 0 od 0
1[x] Adverse event  andfor (7] Product problem {e.g., defects/naliunctions)
2. Qutcomes attributed to adverse event
{chack all that apply) ] disability
] dean [[] congenital anoimaly
[L ) .
D lite-threatening D required lntervention to prevent

permanert Impairment/damage
[ hospitasization - initial o protonged [ Jother:

3. Date 4. Date of
of event UNK this report 04/2472001
marapy) Rcaicd

5. Describa event of problem
gastrointestinal bleeding[Gastrointcstinal haemorrhage NOS]

Case Description:
Non Scrious Spontancous Report

On 08-JAN-2001 a physician called to inquire if it was safe for a
patient with a rccent history of gastrointestinal bleeding to restart
CELEBREX. This physician reports a patient taking CELEBREX
(¢celecoxib) 200 mg wice daily and low dosc aspirin for spinal
stenosis and inflammation developed gastrointestinal bloeding. The
physician suspects the gastrointestinal blccding may be due to the low
dose aspirin.

6. Relevant tesia/laboratory data, including dates
Nt

Relsys Internafonal, inc.
FDA Facsimile Approval: 30-JUN-1869

(Mirvepons

{iricpont 2001039641US
TURDIRE pot b T
[ . oAUseosy,

C. Suspect medication(s)
1. Nams (give Iabaeled strength & mirAabeter, if knows:}

#1. CELEBREX(CELECOXIB) (continued)
#2. ACETYLSALICYLIC ACID(ACETYL (continued)

2. Dose, fraquency & route used 3. Therapy dates (if unknown, ¢ive duration)
Iromfie e hest estmate)
# 1. 200 mg, bid, oral *1 UNK B
#2. low, oral #2. UNK
4. Diagnosis for use (indication) 5. Event abated affor Lse
) | stoppad or dose recivced
# 1. Spinal stenosis NOS - . D D l:] coasnt
# 2. Spinal stenosis NOS e
6. Lot # {if known) 7. Exp. date (if known) %2 D vos D 0 l] :‘?&sn't
#1. UNK #1. UNK — ,_._._.-_._LMK
8. Event reappeased after
#2 UNK #2. UNK rsinfroduclion .
. — coesn’t
9. NDC # - for product problems anly (if known) |# 1. D yes D "0 Ij G%Nl%
#2 l:l yess Dno [ 23%‘

10. Concomitant medical products and therapy dates (exclude treatment «f event)
NI

G. All Manufazturcrs

1.Cantact office - name/address (& mfring site for devines) {2 Phone numter
Phacniacia ,
Cheryl Watton, M.1D. (616)833-8777
Safety Officer ) T Raporl <ourcs
7031-248-GDS chack all that apply
7000 Portage Road { PPly)
Kalamazoo, M14900t  UNITED STATES [ toceion
(] study
D Neratura
= D CONBRY er
4. Date ur&:;wod by 5. realth
n| r
manuaclre (AINDA # 20998 profess.ont
01/08/2001 IND # [ vser tacny
6. f IND, protocot #
ompe
PLA# :eprm:lﬂi\ve
7 Type of report pre-1938 D yes D disiribu or
{check afl that apply) orc Oyes [other:
O sy [ 15day product

8. Adverse event term(s})

D 10-day E periodic ) i
Gastrointestinal hacmorrhage NOS

[ intm ] totiowup #
9. Mir. report number

7. Other relevant history, including preexisting medical condilions (e.g. allergies,
race, pregnancy, smoking and alcohol use, hepalicirenal dysiunction, eic.)

#1 concurrent condition, Spinal stenosis NOS
#2 concurrent condition, Inflammation NOS

2001039641US

Submission of a report does not constilute an admission that
medical personnel, user facility, distributor, manufacturer or
produci caused or contributed to the event.

DA

3500A - Faceimite

24.Apr2001 15:38:00

1. Name & address phone #
0.
UNITED STATES
2. Health professional 7 | 3. Occupation 4. Initial repome‘rsiso—__
physician sent report > FDA
[xlyes o [yes o [Junk
MAY L 20n




AL

{continued)
, Periodic Page 166 - 2 - . _
Additional Information

C1. Name (cont.)

Pharmacia & Jpjohn, Inc.
U.5 DEPARTMENT OF HEALTH AND | UBMAN SERVICES
Public Haailk Sorvice - ¥oud |rd_l-:_|u__A!__'nigghltaEn

MK ceport ¥
. 22001 039641US

UEDist. 1eport §

30 April 2001

mission of a report does no! constitute
dmission that medical personnel, uses
ity, distridutor, manutacturer of product
caused or contributed to the event.

Suspect Medication #1: CELEBREX(CELECOXIB) capsule
Suspect Medication #2: ACETYLSALICYLIC ACID(ACETYLSALICYLIC ACID)

24-Apr2001 15:39:00

MYy 1 2008
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MriLvvAL U

|' NTARY rcporting
) fessionals of adverse
events and product problems

of

FAX: FAGE |

FEA Use Only N Pod

g :
R Lte A

Porm Approved: OME No. 05100791 ExpwexiZIIA 4
Haa OMB slstameni on tevar:a

=T qadgy

1. Name [give labeled strength & mir/labeler, if known)

Viox x

2 As 4 E.C.

TIHE FOA HEDICAL PRODUCTS KEFOGRTING PHOGCRAM Pag.
s Falle O O
' Patlem (itler | 2. Age at lime 3. Sex 4, Weight
of event:
o 5.1 ) temaia| L0 1ps
or
Date
In confidence of birth: [Jmae kgs
H Adve e € or prod proble
1. [{] Adersc event andior {7} proauct problem (e.g., fmalfunclions)
2. Outconjas attributed fo adverse event o
(check 31 that apply) {7 aisabimy

D cohgenital anomaly

de
D . D required inlervention to pravent
[ weq permanent impairmanvdamage

hreatening -
& hosyiitalization ~ inftiat of prolonged [ ] othar:

3. Date of 4. Date of
X /4o pagen S/isfo
5. Descrifje evenl or problem ' b

Ao/uf- #edl D [\09,)'2--"7\/0 From o
QSS]#’{?; / /ZW§ f\a.c el ‘,:_7 c. 7}’2995

}
]
|
i
i

6. Relevagl lasts/laboratory dala, including dates

ED G hoateld borza, Seveve.

2 lc et -iwfb7d79 P O&L-CX"LP--M/O
Lhleey Pramlah»’ 2° fo AsAIDS |

Hc;f;r 24 o0 Bl

7. Other r¢levant history, including preasisting medical conditions (e.g.. allargies,
race, prpgnancy, smoking and aicohol use, hepatlc/renal dy:l\mcuc'n ate.)

LoF e unm

MAY 15 2001

CTw 143y ol

or FAX t1o;
1-800-FDA-0178
Rockville, MD 20852-9787

,DLD@ Mall to:  MEDWATCH

5600 Fishers Lane
)
DA Form 3500 (6/93)

19. NDC # (for produc! problams only)

w2 [Jyes [Jne

2. Dese, frequency & reum used 3. Therzpy dates il unknow, give duration)
TramAo (or best asiimata)
" s »3 e v 7
é
2 225 /w-S &) w2
4. Diagnosis lor use (indicatlon) . 5. Event abated alter use
" stopped or dose reduced
- #1 Ylyes Dm E]doefn'l
e 7 2
6. Lot # (if known) = 17, Exp. date i kown) § "¢ w"” [dee Cldgssy
# " 8. Event reappeared after
raintroductlon
¥2 "”2 .
" Jyes [Jne ggeyntl

10. Cancomilant medical products and (herapy dales {exclude treatmant ¢t avent)

D. Suspect medical device
1. Brand pame

R

2. Type ot device

4. Operator of davice
D health protessional
D lay uscr/patient

D other:

3, Manutacturer name & address

5, Explration date
imakityly )

. RECEIVED

7. It Implanted, give date
{mertayty)

catalog # Mﬂ,f i .8._29.@1__

sarlal # P At

if explanted, glve date
{maidepy-)

*_r
UiV

o MEOWAILR LY

9. Device available for avalualon? (Do not send to FDA)
r D yes D na D relumend (o manulacturer on

10. Concomtant medicsl praducts and therapy dates (exclude lreatmer ! of event)

Z

4}

1.

4. Also reported to
0 manuliacturer
0 wertaciiity
D disiebator

2. Henith ptolnsi 3. Ocln

E yes [ no /PL‘MCJ’%

S, I you do NOT want youlf igentity disclosed 10
the manufactucer, placa an * X " in this box.

X

q

L
MJ\_L_J__)J

Submission of a report does not constitute an admission that medical parsonnel or the product causéd or contributed ta the event.
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THE FDA MEDICAL PRODUCTS REPORTING PROGRAM

A. Patient information

VOLUNTARY o, RS
m “‘i rse £ mm-“ —
rents and product problems roaaree ¢ ,/75</3f\

Pege ____of ____ .

I8
‘?'T 6’}([0(/1 TE4 RRP ¢ "!‘3 e
i

dvedenal vlCee o T
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mm%udf

‘.w(l/ ol T C L",{Lj) U c‘-,/

‘/\W\’v-z L'Y(f'k L
[

" (check all hat apply) [ aseabiny
[ deaty [ congeniat snomaty
perr=—eh [[] required intervertion to prevent
He-threatening permanent impairmentdamage
hospitalization — inkiel or prolonged [ ] other:
3. Dats of % Cule Of oy
i ,(,lz ?/[Zfo% this report ¢/ Zé/é-l
5. Describe event or problem {

“fs /u-u\f&

v
L

[.cs8

i din oY

. s

7"

6. Relovant Seeta/laboratory deia, INClUGIng dates

race, pregnancy, smoking and aicohol use, hepatic/renal

7. Other relevant history, including presxieting medical conditions (e.g., allergies,
dysfunction,

, ofc.)

F‘[ Sl !k‘éﬁ lb '(» e e ﬂL‘Ia
é‘l.—“";/‘ 47»(: (-‘\Z[unl'.")/'-zv"
CTl /5535
Mallto: MEDWATCH or FAX to:
5600 Fishers Lane 1-800-FDA-0178

PO UIR THPI PR I DRI SRRpEIVY YRS B DO P B

C. Suspect medication(s)

1. M(WWM&MM*V ¥ known) -

I R e TRt 4

o L ( Asx ik Vi

F—Dou.m.mylmnu-d § dem(lur*nwn. give dur ation)
; framAo {or uh-) .

- A . LT

"o i & J\" 4l rof o

2 308, e, L | \_,.,l,»a. e

4, quno.bloruu{hdlulbn) 5. Event abated after ise

WNMNM
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Page 1 of 8 FDA Use Only
A. Palie O atio Ne adicatio
.Patient Identifier|2.Age at time X eight[1. Name (give labeled strength & mit/labeler. it xnow)
of event: UNKNOWN UNK Ibs | # 1 nORVASC TABLETS
or [X} Fomale or
Date of Birth: #2
in confidence e of Birh 0 Mae kgs| " 2 MEvACOR Cont.
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# 2 20.00 MG TOTAL:DAILY:ORAL
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4. Diagnosis for use (indications) + 5. Event abated after ise

DETERMINED TO BE UNEXPECTED ACCORDING TO THE USPI.

THIS 60-YEAR-OLD (CURRENT AGE) FEMALE CONSUMER REPORTS
THAT SHE STARTED TAKING NORVASC (AMLODIPINE) 5MG TABLET
IN 98 FOR HYPERTENSION. HER BLOOD PRESSURE PRIOR TO
NORVASC TREATMENT WAS 160/85MMHG. "SHORTLY AFTER
STARTING® NORVASC, IN 98, SHE EXPERIENCED SWELLING TO
HER ANKLES AND "POOLING". SHE WAS TREATED WITHE SUPPORT
HOSE AND BABY ASPIRIN. IN 99, SHE WAS STARTED ON EVISTA
(RALOXIFENE HYDROCHLORIDE) FOR UNKNOWN REASONS. IN 99,
THE SWELLING WAS TREATED WITH FUROSEMIDE AND "HCTZ" WAS

g death [ congenital anomaly 4 1 HYPERTENSION stopped or dose reduced
fe-threat (mo/dayfyr} required intervention to prevent deesn't
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REPORTS THAT THE NORVASC WORKED WELL ON CONTROLLING HER 212.573-3129
BLOOD PRESSURE (BLOOD PRESSURE 130/80 SINCE NORVASC ;E_'éé: ’;Eggm{%ﬁ}'_%ﬁgﬂ
THERAPY). 1IN 99, SHE HAD AN ULTRASOUND OF HER LEGS, 535 EAST 42 STREET "3 Report sourse |
WHICH WAS NORMAL. IN 2000, SHE DID NOT TAKE NORVASC FOR| NEW YORK, N.Y. 10017 (check all that apoly)
3 OR 4 DAYS BECAUSE SHE LEFT I7T HOME WHEN SHE TRAVELED US.A i
AND SHE EXPERIENCED FEELING LIGHTHEADED, DIZZY AND Dfo"EiQ”
FEELING A LITTLRE DISORIENTED. IN THE 3 OR 4 DAYS SHE D study
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DECREASE IN IN THE SWELLING. [ 1terature
IN AUG00, SHE WAS STARTED ON BAYCOL (CERIVASTATIN) FOR 5
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10-0a riodic S [
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(e.g., allergies, race, pregnancy, smoking & alcohol use, hepatic/renal dysfunction,etc.) |~ r. report numbaer ECCHYMOSIS
RESPIRATORY TRACT INFECTION
HEIGE CHOLESTEROL: A031696 M BRONCHITIS
- PRIOR TO NORVASC TEERAPY +
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BS. EVENT DESCRIPTION - Continued

DISCONTINUED THE NORVASC DUE TO THE EVENTS.

FOLLOW-UP (22SEP00): THE CONSUMER REPORTS SHE DEVELOPED EDEMA WHICH CAUSED A LOT OF PAIN, PRESSURE AND LIMITED
HER MOBILITY. HER FAMILY PHYSICIAN SUGGESTED THAT SHE MAY HAVE A VASCULAR PROBLEM. HER PHYSICIAN RECOMMENDED
SHE SEE A VASCULAR SURGEON. THE PATIENT REPORTS THAT THE VASCULAR SURGEON PERFORMED AN EXAMINATION INCLUDING 2
ULTRASOUNDS. THE VASCULAR SURGEON DID NOT THINK THERE WAS A VASCULAR PROBLEM. THE PATIENT WENT TO SEE A SECOND
VASCULAR SURGEON WITH THE SAME RESULTS. THE PATIENT REPORTS THAT HER FAMILY PHYSICIAN NOW CONSIDERS IT VERY
POSSIBLE THAT NORVASC HAD BEEN CAUSING THE EDEMA ALL ALONG. THE PHYSICIAN SUGGESTED THAT PATIENT STOP THE
NORVASC IMMEDIATELY, WHICH SHE DID.

FOLLOW-UP (23JANO1): A PHYSICIAN SUPPLIED THE PATIENT'S MEDICAL RECORD. AS OF 080CT98, THE MEDICAL RECORD
INDICATED THAT THE OBESE PATIENT USED TO WALK ABOUT 5 MILES A DAY UNTIL RECENTLY BUT NOW SHE HAD A MOVING PAIN
IN HER LEFT LEG. SHE WAS ON PREDNISONE FOR 2 WEEKS IN THE PAST AND THE PAIN MAY HAVE GOTTEN BETTER. SHE HAD NO
KISTORY OF DEEP VEIN THROMBOSIS (DVT). ON PHYSICAL EXAM, THERE WAS NO EVIDENCE OF THROMBOLIC SKIN
CHARACTERISTICS. THE PATIENT WAS DIAGNOSED WITH SUPPORTIVE VARICOSE VEINS. THE PATIENT WAS TAKING ASPIRIN
DAILY. A DOPPLER STUDY WAS PLANNED AND THE PATIENT WAS INSTRUCTED TO WEAR SUPPORT STOCKINGS AND TO AMBULATE.

ON 120CT98, A VENOUS DOPPLER STUDY WAS ABNORMAL WITH NO EVIDENCE OF DVTS. THE PATIENT WAS ADVISED TO WEAR
SUPPORT COMPRESSION STOCKINGS. THE DIAGNOSIS WAS VARICOSE VEINS WITH VENOUS INSUFFICIENCY.

FOLLOW-UP (13FEBO1): A PHYSICIAN PROVIDED THE RESULTS OF TWO LOWER EXTREMITY VENOUS DUPLEX SCANS. THE FIRST
SCAN, PERFORMED ON 15SEP99, WAS INDICATED FOR RIGHT LOWER EXTREMITY PAIN AND EDEMA. THE SECOND SCAN, PERFORMED
ON 01DEC99, WAS INDICATED FOR RIGHT LOWER EXTREMITY EDEMA. BOTH SCANS SHOWED INCOMPETENCE OF THE COMMOM FEMORAL
VEIN WITH NO EVIDENCE OF DEEP VEIN THROMBOSIS IN THE RIGHT LOWER EXTREMITY.

FOLLOW~UP (29MARO1): THIS PHYSICIAN REPORTS THAT THIS HE DID NOT PRESCRIBE NORVASC (AMLODIPINE). HE TREATED
HER FOR VENOUS INSUFFICENCY, WHICH MAY HAVE CONTRIBUTED TO HER SWELLING. HE PERFORMED A LOWER EXTREMITY VENOUS
DUPLEX SCAN, WHICH REVEALED SWELLING IN THE RIGHT LEG AND REFLUX IN HER RIGHT COMMON FEMORAL VEIN, EVERYTHING
ELSE ON THE SCAN WAS NORMAL. THE PHYSICIAN’S CONCLUSION OF THE DUPLEX IMAGING WITH COMPRESSION SHOWS NO
THROMBUS IN THE COMMON FPEMORAL, SUPERFICIAL FEMORAL, POPLITEAL, POSTERIOR TIBIAL, PERONEAL AND GREATER SAPHENOUS
VEINS. THERE IS NO EVIDENCE OF DEEP VEIN THROMBOSIS. INCOMPETENT "CFV".

FOLLOW-UP (01MAY01): A PHYSICIAN SUPPLIED THE PATIENT’S MEDICAL RECORD. AS OF 10SEP93, THE MEDICAL RECORD
INDICATED THE PATIENT WAS ON NORVASC 5MG DAILY. THE PATIENT WAS ALSO CONTINUING TO TAKE HYDRODIURIL
(HYDROCHLOROTHIAZIDE) 50MG. ON 14JAN94, WHEN THE PATIENT’S CHOLESTEROL WAS 247 AND KER BLOOD PRESSURE WAS
1607100, NORVASC WAS TEMPORARILY DISCONTINUED. ON 20MAY94, NORVASC 5MG WAS RENEWED FOR THREE DOSES. ON 2500L94,
THE DATIENT'S BLOOD PRESSURE WAS 145/95 AND HER CHOLESTEROL WAS 255. THE DOSE OF MEVACOR (LOVASTATIN) 20MG WAS
INCREASED TO TWO TABLETS DAILY FOR SEVEN DAYS. ON 23MAR9S, THE PATIENT STATED THAT TWO WEEKS AGO SHE F3LT LEFT
RIB PAIN AFTER TWISTING MOTION. THE PATIENT CONTINUED TO TAKE NORVASC IN 1996 AND CAME IN FOR A FOLLOW-UP VISIT
70 CHECK HER HYPERTENSION AND CHOLESTEROL ON 31JANS7. HER BLOOD PRESSURE WAS 140/80 AND SHE WEIGHED 200 POUNDS.
THE PATIENT WAS INSTRUCTED TO CONTINUE NORVASC 5MG DAILY AND HYDRODIURIL FOR HYPERTENSION AND MEVACOR 20MG DAILY
FOR HIGH CHOLESTEROL. SHE WAS STARTED ON HORMONE REPLACEMENT THERAPY (ESTRADIOL 1MG AND PROGESTERONE) AND WAS
SENT FOR A MAMMOGRAM. SHE HAD AN UPPER RESPIRATORY INFECTION, WHICH WAS RESOLVING. ON 17FEBS7, THE PATIENT
COMPLAINED OF A SEVERE SORE THROAT AND WAS PRESCRIBED AMOXICILLIN 500MG. HER TEMPERATURE WAS 98.4. ON 16JUN97,
THE PATIENT HAD A TEMPERATURE OF 99.5 AND COMPLAINED OF SORE THROAT, SWOLLEN GLANDS, AND "PUFFY" EYES. SHE WAS
DIAGNOSED WITH ALLERGIC RHINITIS AND CONJUNCTIVITIS (HISTAMINE ALLERGIC). SHE WAS PRESCRIBED LIVOSTIN
(LEVOCABASTINE)} EYE DROPS FOR HER LEFT EYE AND RECEIVED 0.5CC DEPO MEDROL (METHYLPREDNISOLONE) AND ZYRTEC 1
(CETIRIZINE). =
ON 21JUL97, THE PATIENT COMPLAINED OF EXCESYIVE THIRST RECENTLY. THE DRY MOUTH WAS CONSIDERED TO BE PCSSISLY pe
RELATED TO EXCEDRIN (ACETAMINOPHEN, CAFFEINE, ASPIRIN) USE. A URINALYSIS WAS POSITIVE FOR BLOOD (UA: 4+ BLOOD),
BUT WAS NEGATIVE FOR GLUCOSE. THE PATIENT RECEIVED A FLU VACCINE ON 20NOV97. ON 10APR98, THE PATIENT
EXPERIENCED URINARY URGENCY AND TOOK MACROBID (NITROFURANTOIN). HER CULTURES INDICATED SHE HAD E. COLI, BUT }{Ell:—.\"
URINALYSIS WAS NEGATIVE. SHE EXPERIENCED BACK PAIN, FEVER, CHILLS AND ABDOMINAL PAIN. THE PHYSICIAN )
DISCONTINUED THE MACROBID AND PRESCRIBED LEVAQUIN (LEVOFLOXACIN) 500MG DAILY FOR FIVE DAYS. ON 14APR9E, THE
PATIENT COMPLAINED OF DIARRHEA AND WAS ADVISED TO STOP THE LEVAQUIN. ON 16JUL98, THE PATIENT WAS GIVEN EVISTA.
SHE DEVELOPED PAINS IN HER LEGS AND STOPPED TAKING THE MEDICATION. THE PATIENT’S BREAST BIOPSY WAS NECGATIVE.

THE PATIENT WAS GIVEN RELAFEN (NABUMETONE) DAILY FOR THE PAIN IN HER VARICOSE VEINS. ON 25AUGS8, THE PATIENT
LOST SIX POUNDS AND WEIGHED 206 POUNDS. HER TEMPERATURE WAS 98.8. SHE COMPLAINED OF UPPER RESPIRATORY

INFECTION SYMPTOMS WITH COUGH FPOR FOUR DAYS. SHE WAS DIAGNOSED WITH BRONCHITIS AND WAS PRESCRIBED AMOXIL
(AMOXICILLIN) AND PREDNISONE.

ON 27AUG98, THE PATIENT RETURNED TO THE PHYSICIAN’S OFFICE WITH BLOODY SPUTUM AND DIZZINESS. THE PATIENT NOTED
EXPERIENCING AN ADVERSE DRUG REACTION TO PREDNISONE {COUGH PRODUCTION OF YELLOW SPUTUM). THE PATIENT WAS
PRESCRIBED HYCODAN (HYDROCODONE/HOMATROPINE) SYRUP. ON 03SEP98, THEE PATIENT INDICATED SHE VOMITED ONE DAY AGO
AND EXPERIENCED NAUSEA, CONGESTION AND FRONTAL HEADACHE. SHE HAD DIARRHEA AND HEMORRHOIDS WITH A SMALL AMOUNT

OF RECTAL BLEEDING, WHICE RESOLVED SPONTANEOUSLY. THE PHYSICIAN RECOMMENDED HAVING A COLONOSCOPY, WHICH THE
PATIENT REFUSED. THE MEDICAL RECORD ON 29SEP98 INDICATED THE PATIENT WENT TO AN ORTHOPEDIST FOR HER LG PAIN.
SHE HAS NO ARTHRITIS IN HER JOINTS. SHE WAS PRESCRIBED VOLTAREN (DICLOFENAC) 50MG TWICE DAILY AFTER MZALS AND

HER RELAFEN WAS DISCONTINUED. +
DSS
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Pfizer Regulatory Safety, Pfizer Pharmaceuticals - Mir. report # A031696

BS. RELEVANT TESTS/LAB. DATA - Continued

120CT98: VENOUS DOPPLER STUDY WAS ABNORMAL WITH RO EVIDENCE OF DVTS, DIAGNOSIS OF VARICOSE VEINS WITH VENOUS
INSUFFICIENCY; RIGHT LEG VENOUS TEMPERATURE 25.9, LEFT LEG VENOUS TEMPERATURE 28.8.

FOLLOW-UP (13FEBOl): 158EP99: LOWER EXTREMITY VENOUS DUPLEX SCAN - INCOMPETENT COMMON FEMORAL VEIN WITH NO
EVIDENCE OF DEEP VEIN THROMBOSIS; NO THROMBUS IN THE COMMON FEMORAL, SUPERFICIAL FEMORAL, POPLITEAL, POSTERIOR
TIBIAL, PERONEAL AND GREATER SAPHENOUS VEINS.

O0lDECS9: LOWER EXTREMITY VENOUS DUPLEX SCAN - NO CHANGE

FOLLOW-UP (29MARO1):

UNSPECIFIED DATE:

LOWER EXTREMITY VENOUS DUPLEX SCAN, WHICH REVEALED SWELLING IN THE RIGHT LEG AND REFLUX IN HER RIGHT COMMON
FERMORAL VEIN, EVERYTHING ELSE ON THE SCAN WAS NORMAL. THE PHYSICIAN’S CONCLUSION OF THE DUPLEX IMAGING WITH
COMPRESSION SHOWS NO THROMBUS IN THE COMMON FEMORAL, SUPERFICIAL FEMORAL, POPLITEAL, POSTERIOR TIBIAL, PERONEAL
AND GREATER SAPHENOUS VEINS. THERE IS NO EVIDENCE OF DEEP VEIN THROMBOSIS. INCOMPETENT "CFV".

FOLLOW-UP (01MAYOl):
14JAN94: CHOLESTEROL: 247MG/DL, BLOOD PRESSURE: 1607100

25JUL94: CHOLESTEROL: 255MG/DL, BLOOD PRESSURE: 145/95.

31JAN97: BLOOD PRESSURE: 140/80, WEIGHT: 200 POUNDS, GLUCOSE (NON-FASTING): 81 MG/DL (65-130), URIC ACID:
3.7MG/DL (2.6-8.1), PHOSPHATE 2.9MG/DL (2.5-4.5), CALCIUM: 9.4MG/DL (8.7-10.2), MAGNESIUM: 1.73 MEQ/DL
(1.4~2.0), ALK PHOSPHATASE: 76 UNITS/L (30-162), G- GLUTAMYL TRANSPEP. 20 UNITS/L (1-78), AST (SGOT): 17 IU/L
(1-45), ALT (SGPT): 25 IU/L (1-50), LD: 180 IU/L (90-250), IRON: 72MCG/DL (45-145), BUN: 16MG/DL (8-24).,
CREATININE: 0.8MG/DL (0.6-1.2), BUN/CREATININE RATIO: 20, TOTAL PROTEIN: 7.2 GM/DL (6.3-7.9), ALBUMIN: 4.26M/DL
(3.6-4.7), GLOBULIN: 3.0GM/DL (2.2-3.7), ALB/GLOB RATIO: 1.4 (1.0-2.0), TOTAL BILIRUBIN: 0.32MG/DL (0.2-1.1),
DIRECT BILIRUBIN: 0.0SMG/DL (0.0~0.2), SODIUM: 138 MMOL/L (135-144), POTASSIUM: 3.9 MMOL/L (3.4-5.2), CHMLORIDE:
99 MMOL/L (94-~107), WBC: 7.3 THOUS./CU.MM (3.9-11.2), RBC: 4.4 MIL/CU.MM (3.8-5.2), HGB: 12.6 GM/DL (11.6-15.5),
HCT: 36.3 PERCENT (34-46), MCV: 83FL (80-98), MCH: 2B.7PG (27-34), MCHC: 34.7 PERCENT (32-36), RDW: 13.5 PERCENT
(11-15.5), PLATELET COUNT: 229 THOUS./CU

-MM (150-400), POLY (62.3 PCT): 4547 CU.MM (1700-8500), LYMPH (28.3 PCT): 2065 CU.MM (1000-3500), MONO (7.6
PCT): 554 CU.MM (40-900), EOS (1.3 PCT): 94 CU.MM (30-550), BASO (0.5 PCT): 36 CU.MM (0.0-125), CHOLESTEROL:
246MG/DL (160-266), CHOL PERCENTILE: 59 PERCENTILE (1-75), HDL CHOLESTEROL: 37MG/DL (49-96), CHOL/HDL RATIC: 6.6
(ASSOCIATED WITH THE HIGHEST CORONARY HEART DISEASE (CHD) RISK), TRIGLYCERIDES: 372MG/DL (50-200)

17PEB97: TEMP: 98.4
16JUN97: TEMP: 99.5
21JUL97: URINALYSIS: 4+ BLOOD, GLUCOSE NEGATIVE
10APR98: CULTURES: E. COLI, URINALYSIS: NEGATIVE

16J0L98: TSH SERUM: 2.3 MU/L (0.4-4.2), WEIGHT: 212 POUNDS, BREAST BTIOPSY: NEGATIVE

i

25A0G98: WEIGHT: 206 POUNDS, TEMP: 98.8, LUNGS: WHEEZES/RHONCHI T
o

060CT98: WEIGHT: 208 POUNDS IR
N

02NOV98: MAMMOGRAPHY AND ULTRASOUND OF RIGHT BREAST: MASS LESION NOT IDENTIFIED I &=

08DEC98: GLUCOSE (NON-FASTING): 77MG/DL (65-125), URIC ACID: 3.7MG/DL (1.7-6.1), PHOSPHATE: 3.8MG/DL (2.5-4.7),) '
CALCIUM: 10MG/DL (8.5-10.3), MAGNESIUM: 2.07MG/DL (1.5-2.5), ALK PHOSPHATASE: 71.0 UNITS/L (30-105), GG=1 26 )
UNITS/L (5-55), AST (SGOT): 22 IU/L (5-35), ALT (SGPT): 29 IU/L (5-40), TOTAL LD: 189 IU/L (100-215), IRON:
66MCG/DL (35-175), BUN: 17MG/DL (7-20), CREATININE: 0.B8MG/DL (0.5-1.0), BUN/CREATININE RATIO: 21.3, TOTAL
PROTEIN: 7.1GM/DL (6.4-8.2), ALBUMIN: 4.2GM/DL (3.7-4.9), CALC. GLOBULIN: 2.9GM/DL (2.2-3.7), A/G RATIO: 1.45
(1.0-1.9), TOTAL BILIRUBIN: 0.34MG/DL (0.2-1.2), DIRECT BILIRUBIN: 0.13MG/DL (0.0-0.2), SODIUM: 143MMOL‘L
(135-144), POTASSIUM: 3.6MMOL/L (3.5-5), CHLORIDE: 102MMOL/L (99-109), CHOLESTEROL: 234MG/DL (120-215), HDL
CHOLESTEROL: 36MG/DL (47-89), CHOL/HDL RATIO: 6.5, CALCULATED LDL CHOL.: 132MG/DL (57.3-146), TRIGLYCERIDES:
331MG/DL (40-199)

26JAN99: WEIGHT: 204 POUNDS

19FEB99: WEIGHT: 211 POUNDS
D3ss
16MAR99: KNEE X-RAY: WITHIN NORMAL LIMITS ~ \.)

d,/,'/] Y J i ):‘} 4
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01lJUN99: WEIGHT: 208 POUNDS

22JUL99: WEIGHT: 210 POUNDS, BLOOD PRESSURE: 130/80, AST (8GOT) s 22 IU/L (5-35), ALT (SGPT): 38IU/L (5-40), ALK
PHOSPHATASE: 72 UNITS/L (30-130), GLUCOSE { NON-FASTING): 84MG/DL (65-125), CALCIUM: 9.6MG/DL (8.5-10.3), BUN:
16MG/DL (8-25), CREATININE: 0.8MG/DL (0.5-1.1), BUN/CREATININE RATIO: 20, TOTAL PROTEIN 7.1GM/DL {6.3-8.2),
ALBUMIN: 4.2GM/DL (3.7-4.7), CALC. GLOBULIN: 2.9GM/DL (2.2-3.8), A/G RATIO: 1.45 (1-2), TOTAL BILIRUBIN:
0.44MG/DL (0.2-1.1), DIRECT BILIRUBIN: 0.06MG/DL (0.0-0.2), SODIUM: 141MMOL/L (136-145), POTASSIUM: 3.5MMOL/L
(3.5-5.2), CHIORIDE: 103MMOL/L (99-109), CARBON DIOXIDE: 26MMOL/L (21.3-30.5), T3 UPTAKE: 35.4 PERCENT
(27.8-40.7), SERUM TSH: 2.8 MU/L (0.4-4.2), T4 AS THYROXINE: SMCG/DL (4.5-12.0), CALCULATED FREE T4: 3.22 UNITS
(1.75-3.8), WBC: 6.2 THOUS./CC.MM (3.9-11.2), RBC: 4.2MIL./CU.MM (3.8-5.2), HGB: 12GM/DL (11.6-15.5), BCT: 35
PERCENT (34-46), MCV: 83 FL (80-98), MCH: 28.5PG (27-34), MCHC: 34.2 PERCENT (32-36), RDW: 14.4 PERCENT
(11-15.5), MPV: 10FL (7.5-11.5), AUTO PLATELET C

OUNT: 186 THOUS./CU.MM (150-400), POLY (55.7 PCT) 3453 CU.MM (1700-8500), LYMPH (31.3 PCT): 1940 CU.MM
(1000-3500), MONO (10.9 PCT): 675 CU.MM (40-900), EOS (1.1 PCT): 68 CU.MM (30-650), BASO (1.0 PCT): 62 CU.¥MM
(0.0-125), SERUM CHOLESTEROL: 225MG/DL (120-199), HDL CHOLESTEROL: 28MG/DL (35-59), CHOL./HDL RATIO: 8.03
(3-5.5), CALCULATED LDL CHOLESTEROL: 119MG/DL (75-129, TRIGLYCERIDES: 392MG/DL (40-199)

18NOV99: WEIGHT: 206

03JANOO: WEIGHT: 212 POUNDS

JANOO OR FEB0O: MRI: POSITIVE FOR TORN MEDTAL MENISCUS (T»M)

29FEB00: WEIGHT: 204 LBS, GLUCOSE (NON-FASTING): 94MG/DL (65-125), SODIUM: 142MMOL/L (136-145), POTASSIUM: 3.2
MMOL/L{3.5-5.2), CHLORIDE: 99MMOL/L (98-109), CARBON DIOXIDE: 30MMOL/L (21-31), UREA NITROGEN: 19MG/DL (9-26),
CREATININE: 0.8MG/DL (0.5-~1.1), BUN/CREATININE RATIO: 23.8, URIC ACID: 3.7MG/DL (1.7-7.2), PHOSPHATE: 3.B8MG/DL
(2.5-4.5) CALCIUM: 10MG/DL (8.5-10.3), TOTAL CHOLESTEROL: 288MG/DL (120-199), TRIGLYCERIDES: 483MG/DL (40-199),
TOTAL PROTEIN: 7.8G/DL (6.3-8.2), ALBUMIN: 4.4G/DL (3.7-4.7), CALCULATED GLOBULIN: 3.4G/DL (2.2-3.8), A/G RATIO:
1.3 (1.0-1.8), TOTAL BILIRUBIN: 0.37MG/DL (0.2-1.1), DIRECT BILIRUBIN: 0.05MG/DL (0.0-0.2), ALKALINE
PHOSPHATASE: 71U/L (30-130), GGT: 31U0/L (5-60), AST: 22U/L (5-35), ALT: 33U/L (5-40), LD: 186U/L (100-230:,
IRON: 69UG/DL (40-150), WBC: 5.6 THOUS./CU.MM (3.9-10.9), RBC: 4.43 MIL./CU.MM (3.8-5.2), HEMOGLOBIN: 12.38G/DpL
{11.6-15.6), HEMATOCRIT: 37.2 PERCENT (34-47), MCV: B84FL (80-98), MCH: 28.9PG (27.2-34.0), MCHC: 34.4 EERCENT
(32-36), RDW: 14 PERCENT (11.0-15.5

), PLATELET COUNT: 235 THOUS./CU.MM (150-400), MPV: 3.5FL (7.5~11.5), TOTAL NEUTROPHILS: 53.7 PERCENT (38-80),
TOTAL LYMPEOCYTES: 35.3 PERCENT (15-49), MONOCYTES: 8.9 PERCENT (0-13), EOSINOPHILS: 1.4 PERCENT (0-8),
BASOPHILS: 0.7 PERCENT (0-2), ABSOLUTE NEUTROPHILS: 3007 CELLS/CU.MM {(1700-8500), ABSOLUTE LYMPHOCYTES: 1977
CELLS/CU.MM (1000-3500), ABSOLUTE MONOCYTES: 498 CELLS/CU.MM (40-900), ABSOLUTE EOSINOPHILS: 78 CELLS/CU.MM
{30-550), ABSOLUTE BASOPHILS: 39 CELLS/CU.MM (0-125), SINUS RHYTHM NORMAL ECG, VENT RATE: 82 BPM, PR INT: 186
MS, QRS DUR: 96 MS, QT/QTC: 398/427 MS, P-QRS-T AXES: 47-13-24

13J0N00: WEIGHT: 208 POUNDS, CHOLESTEROL: 274MG/DL, K: 3.02MMOL/L

118SEP00: T: 97.4, BLOOD PRESSURE: 180/105, URINALYSIS: TRACE BLOOD AND LEUROCYTES AND WAS NEGATIVE FOR GLUCOSE
060CT00: WEIGHT: 210 POUNDS, BLOOD PRESSURE: 150/90

20FrEB00: WEIGHT: 213 POUNDS, CHOLESTEROL: 240MG/DL

B7. OTHER RELEVANT HISTORY - Continued

HYPOTHYROIDISM

C4. DIAGNOSIS FOR USE (INDICATIONS) ~ Continued

#4 I
FEVER )
CHILLS
ABDOMINAL PAIN e

C10. CONCOMITANT MEDICAL PRODUCTS - Continued

VITAMINS UNEKNOWN

El. NAME AND ADDRESS OF REPORTER - Continued

——————— 0 __
ﬁmsxnms D S
] S
Tel. - UNKNOWN Way
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SURGICAL GROUP
B
’

Tel. - QUMD

UNKNOWN
ADDRESS UNKNOWN

G8. ADVERSE EVENT TERMS - Continued

HEMATURIA
BACK PAIN

FEVER

CHILLS

DIARRHEA

RECTAL DISORDER
ACCIDENTAL FALL

COUGH INCREASED
ANOREXIA

ABNORMAL GAIT
CONPUSION

EAR PAIN

RHINITIS

PAIN

PHARYNGITIS

URINARY URGENCY

DRY MOUTH

WEIGHT GAIN
LYMPHADENOPATHY
VOMITING

PERIPHERAL EDEMA
RECTAL HEMORRHAGE
WEIGHT LOSS

PEPTIC ULCER

VOICE ALTERATION
THIRST

HYPERLIPEMIA

RHINITIS

BONE PAIN

SKIN DISCOLORATION
POLYURIA

PERIPHERAL VASCULAR DISORDER
SPUTUM INCREASED
HYPOKALEMIA

HEMOPTYSIS
HYPERTENSION

PYURIA

RASH

BREAST NEOPLASM
HYPESTHESIA

JOINT DISORDER

URINARY TRACT INFECTION
RASH

ACCIDENTAL INJURY

EVENT UNEVALUABLE
HYPOTHYROIDISM .
HYPERCHOLESTEREMIA ¢

EY +
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. B5. EVENT DESCRIPTION - Continued

On 060§t98, the patient complained of left leg discomfort without injury and notes discoloration at
times. The physician noted the patient had venous insufficiency of the left leg, ecchymosis and pain.
She was advised to wear compression pants/stockings. On 02Nov98, a mammography and

ultrasound of the right breast showed a mass lesion, which was not identified. The tests were ordered

to be repeated in one year. On 08Dec98, the patient complained of left ear discomfort with ringing.
A venous flow study was performed at a different physician’'s office (results unknown). The patient
experiencgg temporomandibular pain (TMJ) pain tenderness over the left joint. Since the patient's
potassium level was 3.6, K-Dur (potassium) 10meq daily was added to her antihypertensive
medications consisting of Norvasc Smg daily and Hydrochlorothiazide 50mg daily. The patient was
also given Zyrtec 10mg daily for her allergic rhinitis. On 26Jan9%9, the patient complained of intense
T-spine and dorsal discomfort. The patient also complained of stomach discomfort for one week
with nausea when eating. The patient was prescribed Prilosec (omeprazole) 20mg. On 18Feb99, the
patient fell while walking her dog and injured her left leg and knee. She pulled over and used ice
immediately. The medical records indicate she had varicose veins in both her legs. On 19Feb99, she
was given Toradol (ketorolac) intramuscularly and Voltaren XL 100mg daily. Her K-Dur dose was
increased to 20meq daily. On 25Feb99, an ultrasound was performed. On 06Mar99, the patient had
a productive cough and was given a prescription for Levaquin 500mg daily. The patient finished the
one-week regimen, but returned to the physician’s office on 15Mar99 with persistent cough. The
patient complained of continued left knee pain condition, difficulty walking, limping with numbness
to the left thigh. The medical records indicate the patient has been unable to work from 02Feb99 to
04Apr99. A letter from the orthopedist dated 16Mar99 indicated that a knee x-ray was within
normal limits. On 19Mar99, the physician extended her disability to 19Apr99 since she still had pain
and limitation of knee motion. On 01J un99, the patient complained of left lower extremity
discomfort and stated that the cortisone injection in the left knee exacerbated the discomfort. On
21Jul99, the patient met with a vascular surgeon and was diagnosed with venous insufficiency. The
vascular surgeon thought her myalgias were related to her thyroid disease (patient felt tired, gaining

weight, dry skin). On 18Sep99, the patient had a leg screening for peripheral vascular disease (PVD).

On 18Nov99, the patient returned to the physician's office complaining of left lower extremity
discomfort and was unable to ambulate comfortably. After walking one mile, the pain is
exacerbated. The patient noted reddened areas on both of her ankles. The patient was prescribed
Lasix (furosemide) 40mg daily. On 01Dec99, a duplex doppler indicated negative results for deep
vein thrombosis (DVT). On 03Jan00, the patient complained of dry cough and congestion and was
prescribed Keflex (cephalexin) 250mg three times daily. As of 29Feb00, the patient was scheduled for
orthopedic surgery with general anesthesia for her right knee since a MRI result was positive for
torn medial meniscus (TMM). On 21Mar00, the patient was prescribed Prilosec 20mg daily for
abdominal discomfort, On 13Jun00, the patient visited the physician for a routine visit and
complained of lightheadedness. The patient's cholesterol was 274mg/dl, so Mevacor was
discontinued and was replaced by Baycol (cerivastatin) 0.4. On 11Sep00, the patient noted the recent
death of her father and loss of her voice with hoarseness for several days. She stated she experienced
excessive thirst and excessive urination. She had concerns regarding hypertension and bilateral
ankle edema and had been compliant with her diuretic prescription. A urinalysis indicated trace
blood and leukocytes and was negative for glucose. The patient also had transient vertigo. Due to
the persistent leg edema, the patient wished to try new medication. Norvasc was discontinued and
Diovan (valsartan) 80mg daily was started. Hydrodiuril was also discontinued. The patient
continued to take Lasix and K-Dur for venous insufficiency and Bayco! for increased cholesterol. On
14Sep00, the patient returned to the physician's office and reported experiencing adverse drug
reactions of dizziness and facial outbreak with the use of Diovan. The patient notes that when using
Norvasc, her blood pressure was controlled, but it caused her leg edema. The patient was started on
Monopril HCT (fosinoprthydrochlorothiazide) 10/12.5. She was given furosemide to use as needed
for edema. On 060c¢t00, the patient was experiencing edema in both legs since she changed
medications. She was taking Lasix 40mg daily. Her Monopril HCT dose was increased to twice
daily for her hypertension, but her Baycol was switched back to Mevacor 20mg daily. On 04Dec00,
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BS. EVENT DESCRIPTION — Continued

the patient complained of head congestion for three days. Her cholesterol and blood pressure were
maintained and the edema had resolved in both lower extremities. The patient was prescribed
Levaquin and Zyrtec. On 29Dec00, the patient complained of nausea, decreased appetite especially
at night, cough, head congestion and peptic ulcer disease (PUD) for a few weeks. She was prescribed
Prilosec 20mg and Claritin (loratadine) 10mg. On 20Feb00, the patient visited the physician for a
blood pressure and cholesterol check. Her Monopril HCT dose was increased and she was started on
Lipitor (atorvastatin) for high cholesterol.
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A. Patient information

C. Suspect medication(s) _ |

1. Patient aentrier Z A'ge al ime 3. Sex 3. Weight
of event:
Unk or 82 years Female
130 pounds
Date of [:] wale
in conficence Binh:

B Adverse event or product problem

1. (<5 Adverse event and/or [] Product prodlem ( e.g., defects/maifurctions)

{cneck al that apply} disability

2. Oulcomes atributed to adverse event D
D death D congenitat anomaly

(mo/dayryr) A .
" X required intervention to prevent
D lite-threatening D permanent impairment/damage

@ hospitalization-initial or prolonged D other:

3. Date of event 4, Date of this report
‘ma/daviyr] 10/11/00 r

e e e 05/16/01

5. Describe event or problem
This is in Zollow-up to report{s) previously submitzed on
S/14/01

Irnformatisn has been received for a report received from
the FDA regarding an 82 year old female patient with
hypercension ané a history oi myocardial infarction,
percutanecus transluminal cororary angioplasty, coronary
arzery bypass grafc and acute renal failure who, on
Ci-CAN-200C, was placed on therapy with rofecoxib, 12.¢
mg, tablet. once a day {(indication not reported).
Conccmitant therapy included aspirin, 325 mg, once daily,
cdigoxin (LANOXIN), potassium chloride., clopidogrel
bisulfare {(PLAVIX), vitamins (unspecified) and isosorbide
dinitrate {ISORDIL). In April 2000, the patient developecd
acute renal failure secondary to intraverous contrast
(incidental finding). In April 2000, the patient's serum
creatinine was 1.6 and blooé urea rnitrogen (BUN) 44. At
chat time, the patiert‘s serum creatinine ané BUN
returnec o "almost rormal® {(values not reported). On
1.-0CT-20CC, the patient Gevelopeé melena and anemia, am
experienced orthostasis. The patient was hospitalized.

{Continued on Additional Page)

6. Relevant tests/laberatory data, including dates

Refer to Additionali Page

7. Other relevant history, :nciuding preexisling megical conditions
{e.g.. race.preg ing and aiconol use. hepatic/renal aystunction, etc.}

MEDICAL HISTORY: acute renal failure; coronary bypass:
myocardial infarction; percutaneous transluminal coronary
angioplasty
CONCURRENT CONDITIONS:

hypertension

Submission of a report does not constitute an admission that
medical personnel, user facility, distributor, manufacturer or
product caused or contributed to the event.

FDA

1. Narne (give labeled strength & mir/llateler, il kiown)
*i TAB VIOXX 12.5 mg

#2 aspirin 325 mg

2. Dose, frequercy & route used 3. Therapy dates jlromvio) | t uiknown, give Juration;
#1 125 mg/DAILY/PO #1 0°/01/00 - 10/ 1/00

#2 325 mg/DAILY/PO #2  0v/01/00 - 10/ 1/00

4. Diagnesis for use /inoication)
¢ 1 Unknown

3.Event abatec aft2r use stoppea ¢ r dose
reduced

unk

“.l_l:rj

#2 Unknown
6. Lot # (if known) 7. Exp date (if known, 42 D i_ [: @
" v 3, Event reapo=ar-2d after reintrod cuion.
*2 42 yes unk
9. NDC # - for product problems onty (if known) ‘1 D EI . D
Unknown ¥2 D E | D x

10. Concemitant megical groducts and therapy dates -excluted freatmont o avent)
ISORDIL Unk -Tnk
LANOXIN Cnk -Unk

(Continued on Additional Page;
G. All manufacturers

1. Contact office - name/address

2. “hone Number

1610)397-24 6
Merck Human Health Division :

L I E——
ST Ny ‘l Re gort source.

Merck & CO - 3\ Jeck ail that apply)

P.O.Box 4 lq\ reign

.

West Point, PA 1948650004  + ’

d wre: : aure
ATTN: Worldwide Pr du;t Safee/ . fansumer
K Re "7 fealm
4. Date received by manufacturer \5 ’s o " N2 DrCfessnanal
(moldayryr) 05/10/01 WQA;' 7104.-‘ 23] g! user facility
\ 1.*T—: company
6. If IND., protocol # PLA ‘\-—._-— l_: representative
pre-1938 E] yos E' distributor
7. Type of repen ore @I other :
l:]s-day 15.gay product D yes CU 140281
D 10-day D periodic 9. Mt report numoer
(e [X] rorow-vor _1 WAES 01050285

8. Aaverse event term(s)

ACUTE RENAL FAILURE; ANEMIA: CARDIAC QUTPIT LOW;

CARDIOMYOPATHY; EROSIVE GASTRITIS: DEHVIRATION;
LENA; ORTHOSTATIC SYMPTOMS

E. Initial reporter

1. Name, agdress & nnOni #

AVENUE

LA

2. Heann protessional? a. Cocunal-on 4. Initiay rea0rter aiso
sent recorttt: FDA.
: R.PhH. -~
Kves [Iro . 0 D (e [Kju




inaiviguai »ate

} i~~~ oo

The patient’'s hemoglobin was "8.7%," hematocrit 27.1%, serum creatinine 3.5, and BUN 25.
tire rofecoxib and aspirin therapy were discontinued. A gastroscopy was performed which s owed
ercsive, diffuse gastritis. The gastroenterology consul: attribured the patient’'s melena, anemia,
orthostasis, and gastricis to rofecoxib and aspirin. The patient was alsc again diagrcsed with
acute renal failure which was attributed by renal consul:t to decreased cardiac output (value nc:
specified), volume depletion, ischemic cardicmyopatzhy., anemia and/or "NSAID" use. On 19-0CT-220¢C,
ne patient’'s serum creatinire was 1.7 and BUN 3i. Cn 19-0CT-2000, the patient was releassd Srom
the hospizal. The report indicated that subsequently the patient’s gastritis, melena, aneria,
ortiaostasis, decreasgﬁncardiac output, volume depietion, ischemic cardiomyopatiy, ané acu-e rena:
failure subsided.

R I’,l
3. Adverse ever $3726404-8-00

Fellow up information has been received from the pharmacist who originally reporzed thre
information. The 82 year old female subsequently recovered from the diffuse gastrizis, melena,
anemia and orthostasis . Additional information is not expected.

This report was also received from the FDA through the Freedom of Information Act. There is ro
additicnal information.

This repor: was filed with the FDA. The CTU number is 14C281 and tae ISR number 's 36925088.

6. Relevant tests/laboratory data, including dates

DIAGNOSTIC TEST
Tests Date Vaiue Unit Nomal Range
gastroscopy ZCs/22/00
Comment: erosive, diffuse gastritis
LABORATORY RESULTS
Tests Date Value Unit Nomma: Range
serum blood urea nitrogen 04/2270C 44
serum blood urea nitrogen 04/22/0¢C
Comment: aimost normal
serum creatinine 04/22/2C 1.6
serum creatinine 04/22/90
Comment: almost normal
hematocrit 20/712/00 27.1 %
hemoglobin 10/12/G0 “8.7" %
serum blood urea nitrogen 10/11/00 55
serum creatinine 19/11/00 3.8
serum blcod urea nitrogen 10/19/00 32
serum creatinine 10/19/30 1.7

C. Suspect medication(s)

10. Concomitant medical products and therapy dates (exclude treatment of event)
¥ nk

PLAVIX Unk -~ WU
potassium chloride Unk -~ Unk
vitamins (unspecified) Unk - Unk
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OLUNTARY reporting Form. ARproves: Ol Seo JMB satwimant o1 reeree
th professionals of adverse FDA Use Gniy (48)
ts and product problems {saasence ¢ / lf ‘;7]3_

THE FDA WEDICAL PRUDUCTS REPORTING PROGRAM ﬂ/ Page ___ of ___{,T!‘E -

A. Patient information
4. Weight

C. Suspect medication(s)
1. Name (give labeled strength & mirdabeler. it known)
Py ﬂ. f '

MaZien  CRN |

B. Adverse event or product problem
1. fg) Adverseevent andior [ ] Product problem (e.g.. defects/maifunctions)

attributed to adverse event

" (check all that apply) (] disavility
(] dean ] congenitai anomaly

'  tmasdayiy) D required intervention 10 prevent
1 tite-mreataning permanent impairment/damage

hospilalization — initial or prolonged [ other.
{

2. Dose, frequency & routs used 3. Therapy dates (if uknown, Jive durtion)
Hrorn/o 1o Dast eshimmie)

Nl D

"
’ }
" -2 L& |» > o/rb/a ]
4. Diagnosis fpr use (indication) 5. Event afated use
1] . R stopped or dose reduced |
W—“ L
7 . n Clyes o C 33880

R___¥Vateonay

3. Dute of 4.”0::01
(mo/dayiy) (D {mo/dayryr)

5. Describe svent or

Wyt

m MEG
7{1/-% f/?ﬁC

' l
/SA 195 ¥ As 4 wren D

w2 Jyes (Jro C gggﬁ,"" 1

8. Event reappeared after
reintroduction

6. Lot # (if known) @ 7. Exp. date (i knowr)
'1] T

#2 #2

" E]Yes Dno E .';|pp®rItl
9. NDC # (for product problems only)

- - w2 [Jyes [Jno Elappy

10, Concomitant medical products and therapy Jates (exclude treatrnent of evint)

D. Suspect medical device N
1. Brand name

5. Relevant testsNlaboratory data, inciuding dates

Her 26 W\W

thzz

2. Type of device

4. Operator of device
E] health profassional
E] lay user/pztient

E] other:

3. Manufacturer name & address

RECEIVED

5. Expiration dote
morsawyrt

7. Other relevant history, including preexisting medical conditions (a.g., allergies,
face. pregnancy, smoking and aicohol use. hepatic/renal dysfunction, etc.)

C TS 4

Mallto: MEDWATCH or FAX
5800 Fishers Lane 1-aoo-FDA-o1 78
Rockville, MD 20852-8787

8.

{mocas MAY 2 9 2001

cataiog # ' IEE ”'$E| ‘ E:Hl— 7 !(Iﬂ!ln’p::"ntld.givedne
serial # ' 5

‘ot # 8. if oxp’a'r'nod, glve date
‘othcr #

9. Device avallable for svaiuation? (Do not send tc FDA)

(O rermeata ranutacureror ___________

D yes D o (MOIGE y/yrl

10. Concomitant medics! products and therapy dates (excl sie treatment of :vent)

E. Reporter (see confidentiality section on back)
1. Name, address & phone # _

VA HOSPITAL (119)

7400 MERTON MINTER BLVD.

SAN ANTONIO, TX 78284

2. Heaith professional? | 3. Occupation 4. Also reported to
@ ves D no ‘D)\“ Y 3 Ej manufac urer
] user faci i
5. If you do NOT want your ldonmy disclosed to EJ i
the manutacturer, piace an * X " In this box. X L] astibunyr

s 22 2 —amissinn that madical personnel of the product caused or contributed to” he ever
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THE FDA MEDICAL PRODUCTS REPORTING PROGRAM

A. Patient information

Page of

e ARV

C. Suspect medication(s)
1. Name (gt elawad_ strength §mfrﬂabeler. if known)

[} S 2 °
[

L 7]

B. Adverse event or product problem
1. !SZMM andlor D Product problem (e.g., defects/malfunctions)
2. Oulcomes sttributed to adverse event

{check all that apply) (] disabinty
0O ] congenital anomaly
death
(mardeyyt) D required intervention to prevent

[ ste-threatening permanent impairment/damage

2. Dose, frequency & route used
I3 é! C ; E !
L]

4. Disgnosis for use (indication)
#1

3. Therapy dates (if uknown. give durition)

” lmMolwb.ﬂ.’:?lmll /,/77/&__

#2

5. Event abated after ise
stopped or dose reduced

1 [ lyes Ono [:gggﬁlm

N hospitalization — initiad of prolonged [ otner: e ‘
doesn't
6. Lot # (it known) 7. Exp. date (if known) " E]yos Oro Ea"pfy
3. Date of : { / 4 3“: of * : # 3. Event reappeared after
ovent { 7 1] this report reintroduction
5. Describe svent or problem w2 *2 '
» [Tyes Cno 9885

9. NDC # (for product problems onty)

w2 [Jyes [no [:]gggfy"‘

5 //‘;SW

10. Concomitant medical products and therapy daies (exclud? reatment of evint)

B pe pdica
1. Brand name

2. Type of device

3. Manufacturer name & address +. Cperator of dvice
[] heaith pro‘essional
SPEC  SALICYL % ':;::""’"""’"‘
11/13/2000R03: 45 RECE,VE:D
SER 5.2 s. Expiration dute
PLA 26.4 | ™ v _
A 11/11/2000@04:38 ’ cataiog # EDWATCH CTLL 7.  implanted give dat:
SER 31.0 H” .
B 11/10/2000818:30 T oxpiarted give dat
SER 38.3 H* lot# oy
C 11/10/2000@€10: 45 other #
SER 46.8 H* 5 Device available for svaiustion? (Do not send 15 FDA)
D 11/10/2000€07:15 0 vyes O me (3 retumed 1o mamufacturer ot
SER 49 H " 10. Concomitant medical products and tnerapy dates (exclude \reazmer;t of :veml
E 11/10/2000€05:00
SER 50.0 H* 7g.alerges. |
F 11/10/2000@03:25 ic.) .
SER 53.3 H* E. Reporter (see confidentiality section on back)
A 11/09/2000@18:50 - Nam, sacress & phoneg
SER 64,4 H" VA HOSPITAL (119) )
7400 MERTON MINTER BLVD.
SAN ANTONIO, TX 78284
77 . % 2. Health professionai? | 3- Occupation 4. Also reported to
C// M/ %5'} 4 es D no P)\ ‘i, I [:] manutfasturer
m Mail to: MEDWATCH or FAX to: Al aem (] userfainy
5800 Fishers Lane 1-800-FDA-0178 5. you do NOT want your identity disclosed to =
Rockville, MD 20852-9787 the manutacturer, place an * X " in this box. K| . dsiibuior

Cdtecl mmrman ~ail ~r the oroduct caused or contrinutad ta the evar
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“ 72943

A. Patient information

Page

1. Patient identifier } 2. Age at time 4 We'i/g’ht
of avent: i 5%
Date
In confidence of birth: kgs

B. Adverse event or product problem
. [i] Adverse event  and/or D Product problem (e.g.. defects/malfunctions)

2. Outcomes attributed to adverse event
(check all that apply)

D death
[mocayiye)
[] iite-threatening
B/hospnalizanon - initial or prolonged

E] disability
D congenital anomaly

D required intervention 1o prevent
permanent impairment/damage

D other:

3. Date of 4. Date ot o
event I /iu C‘O this report ///"/C(
MG day/yr imoigay/yn

5. Describe event or problem
Padex ,>w$€v-"f<vl 4o PeR® follow- R *w“T ¢/s ?géu“*j

Iy vd"u-.'d.uk LN Mo,&hs ks Bf’ oA Deu (‘Lﬂmm\,‘j
(C\\'E';ﬁ_{’eV\*\\s' He cdumdled 4o weskbwiss + OO1h u,e.kk\’
6% in last (o wmew s, He MJ been +u-\""~“-3 Q-V\
Per +lu cdvice ct hax

AT BN b‘(’ h\uo(\ (o)
e <l

m\* a‘)‘).n Wl (&CL\.S
((;CLI.L M0, He (tteim\
EGD re‘\;r\d\ Crowm loodt MQ

Glvacsion,

CLA C{,vg_‘.'(\'"‘.b\ \L\\Qtﬂﬂ’:

3 Relevant tests/laboratory data, including cates

Het 2,0 (31-39) (11-1ia -c¢)
ch'n . (1A

: VOLUNTARY reporting
health professionals of adverse
wvents and product problems

Form Approved: CM8 No. 0910-0291 £; pires: 12/31/94
See OMB statemnt on reverse

[ FLTFT

FDA Use Only

Triage unit
sequence #

T

ot

— i,

C. Suspect edication(s)

1. Name (give laceled strongth & mirdabeler, if known)

MOASpIN 335w,

3. Therapy dates (if un<nown. Give curation)
rorr 1o 1Gr Sest tsivrara

ose. frequerncy & route used

#1 T (‘,\D #1

#2 #2

7. Other relevant history, including preexisting medical conditions (e.q.. allergres.
race. pregnancy, smoking and alcohol use. hepatic’renal dysfunction, etc.)

HTN \W“A%Q‘ W S0 \/v.\ﬂ.) .
‘\"‘1-\\3\'\\3:'){ VAL h}’; C\\CC\“"C\ Lb L P‘;‘\“ hh.i
GERD ScWer X yeuts
ol
PR PSS O (VR
—
CTLIHLYET
MEDWATCH or FAX to:
5600 Fishers Lane * 1-800-FDA-0178

Rockville, MD 20852-9787

ITA Mail to:

FOA Form 3500 (6/393)

5. Event abated aftur use
stopped or dose reduced

Thes [Jno [/f{oe n't

apply
22{ Jyes [no []doefnt

8. Event reappeared after
reinfroduction

#1 [:]\,es Eﬂo []doe:::n't
22 [(Jyes {Jno [ gospnt

10. Concomitant medicai products and therapy daies iexclude traaiment cf e ent)
Jamseprazile s BID
nifedipine F0my &0

I'vaj &hnsS

4 Diagnosis for use (indication)

41 . .
Pre Jeuxathive +hc‘ra\;‘n} e

#2

6. Lot # (it known; 7. Exp. date (it known)
w1 #1

#2 #2

9. NDC # (for product problams only)

fevezesin

D. Suspect medical device

1. Brand name ~

2. Type of device

4. Onerator of device

5
C)

3. Manufacturer name & address

RECEIVED

MAY 2 9 7001

matt AT

heaith prof :ssional
lay user/pasient

otrer:

Expiration date

(e}

.. MEDWATCHCTUT ™=
model #

7. If implanted. cive date
catalog # e et e e r:a.cap, a )
sertal # — _—

8. If expianted. cive date
lot #
other #

9. Device available for evaluation? {Co not senc ¢ FDA

(] yes i [ retwrned 1o marutactureron

"o
10 Concomitant medical products and therapy dates [exciuge treatmen: of ev ant)

= 2avy D)

E. Reporter (see confidentiality section on back)

1. N hone #
L':\/"‘ C b
iC hy JZ—;‘K ciues sl I
fAgvapi's a5 6 #

4. Also reported to

O

=

[R—

O

2. Health professionai? | 3. Occupation

[ yes [ ro

5 If you do NOT want your identity disclosed to
the manufacturer, place an ** X " in this box.

o . manutacture”
T' [ RR LW TIEN t+

user ‘factity

distributor

Submission of a report does not constitute an admission that medical personnel or the product caused or contributed to the 2vent.
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R —
h professionals of adverse =77 :"f Use Onty .

‘ #3729459 s and product problems ? L ——— / (/ l;_/ 30 |

‘HE FDA MEDICAL PRODUCTS REPORTING PROCRAM P‘g! ___of o yo 7

Patient information

C. Suspect medication(s)

1. Patient identitier | 2. :'9:',:‘""‘_"'9 1. Name (give labeled sirength & mirhabeler, i known)
@ 01 |- "_fspirn
Date -
In confidence of birth: #2
B._Adverse event or product problem 2 “‘i;;“;f"" Srovteused | 3. Therapy dates (7 unknawn. give Gurati)
1. [ Adverseevert  andir [ ] Product problem (e.g., defects/maltunctions) # mg Po (Ad 2 2/,({, 3/, 8/0’
2. Outcomes sttributed to sdverse event L v U
{check all that apply) D Qisability " "2
D death D congenital anomaty 4. Disgnosis for use (indication) 5. Event abated sfter use
B/' " moraspy) [ A required intervention 1o prevemt P - stopped or dose reduced
life-threatening permanen! impairment/damage _mhllll wxXis ) i #1 [yes 0 [Zé" "
[ hospitalization — initial or prolonged ] other: P Y o LIEK
TDeeol 4 Date of 6. Lot # (il known) 7. Exp. date (il known) | ¥2 Ulves Clno [goe et
‘evenl 3‘ 1 ( O\ this report g{ ! ‘{/ OI n # 8. Event reappeared stte:
- Describe event or problem *2 2 reintroduction
" doesn'
9. NDC # (for product probiems only) Dyes E'no D nl
- - #2 Jyes [Cjno gosint

87 YOAAM adm for OSH for prolonged CP s/p
IAAA repair on 2/19. Complicated hospital
course. On 3/16, blood in stool and Hgb
decrease from 10.2 0 5.5 in 24 hrs. ASA D/C'd.
Endoscopy revealed erosions on duodenal bulb
and lower stomach. Pt. transferred to MICU.
H.Pylori neg. On 3/18, Hgb again decreased
from 12.1 to 8.2. Pt. had received daily ASA for
a month before bleeding first noted. Likely
icause felt to be NSAID in combination with
gthgr stressors. Hgb stable around 10 as of
122,

Relevant tests/laboratory data, inciuding dates

RECEIVED -

MAY 2 9 2001

MEDWATCH CTU

Other relevant history, including preexisting medical conditions (e. 0., allergies,
race, pregnancy, smoking and aicohol use, hepatic/renal dystunction, etc.)

NE-DA
tmit: AR CRL coPD, GBI, G6PD

ST 14U g

Mail to: MEDWATCH of FAX to:
i ) 5600 Fishers Lane - 1-800-FDA-0178
Rockville, MD 20852-8767

10. Concomitant medical products and therapy dates (exclude treatrnent of event)

albuderol  Aoqsude MOM

amio_ 9650“‘ rapraple

asunbmaud (pn OP'Um (MuMM
ia levok

D Suspect medical dewce

1. Brand name

2. Type of device

3. Manutacturer name & address 4. Operator of device
E] heatth professional
D lay user/patient
{7 other:
= 5. Expiration date
. . imorayyr)
model ¥
7
N N —
. 7.4 lmpla?ud. give dute
serial #
*Iot « 8. if explanted, give date
other #
|o. Device available for evaiuation? (Do not send to FDA)
D yes D no D retumed to manutactureron ____ -

- {sewxigaytyr]
10. Concomitant medical products and therapy dates (exclude reatment of event) ]

E. Reporter (see confidentiality section on back)
1. Name, address & phone # ’

oIy, PharmD
Hospital
Department of Phannacy Services
G

4. Also reported 10
D manulacturer

S. M you do NOT want your identity disclosed to . user fachity

the manufscturer, pisce on * X " inthisbox. [JJj | [J disrouior ]
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THE FDA MEDICAL PRODUCTS REPORTING PROCRAM

A. Patient information
1. Patient identifier 2. Age at time

Page __ of

JLUNTARY reporting o A OB N s 20y xpires:1a 93
h professionals of adverse :Df Je oot -
§ ana product problems seqence ¢ /qqqlo

;~'~:"}¥(!_:' \‘)E‘ \‘(:

C. Suspect medication(s)

1. Name {give labeled sirength & mfrlabeler, it known)

01:1 event: " &gk
A In confidence glnbelnh: ! | e #2 w ol Wq -
B. Adverse event or product problem 2 Dose, frequéncy & route used | 3. Therapy dates (f urknown. give duraticn) |
Lot povem 09, sokcinaiocions) | | BS g " __2/3-4/4]e)
]2. &"3:? m:tlt::;;e;d 1o adverse evenl [ cisabitty v 25 /S e w v 3(3( J /qlbl

D congenital anomaly

[[] deam
~ tmoayty) [(Fequired intervention 1o prevent
Piteatreatening permanent impairmenvdamage
[ hospitaization — intisl or prolonged [ other:
3. Date of 4. ':;;e of
this report
e, 4[4/t meren 5140l

5. Describe event or problem

5 YOM found at home in pool of blood with
spirin. Pt brought to OSH ER on 4/9 with
INR=11.7, Hgb=8.9. Gastric lavage was (+) for
lood. EGD on 4/10 revealed an arterial vessel
esion of the duodenal bulb supposedly
econdary to aspirin. Pt also on warfarin

2.5mg/5mg po QD alternating. Warfarin most
likely exacerbated the situation. Pt transferred
from OSH since ICU beds full. Pt received 4

Hgb=9.1

units of PRBCs and FFP on 4/9-4/10. (+)
melena. Upon transfer, Hgb=6.1. On 4/13,

. Relevant tests/laboratory data, including dates

dlg Y 4 Yo Yz
L AR TR 9€

RECEIVE

MAY 2 9 200

MEDWATCH (

Other reievant history, including preexisting medical conditions (e.g., aliergies,
race, pregnancy, smoking and aicohol use, hepatic/renal dysfunction, etc.)

NICOA

Pt b TV TiR s, Bladdu by,

U (USQPAS

T JYY YL O

4. Diagnosis for use (Kidication)
" Ak,
2 Alp

6. Lot # (il known)

5. Event abated atier use
stopped or dose reduced

1 L__]yes E]m ngffym
#2 Dyes E]no B’g‘ggfym

7. Exp. date (if known)

# # 8. Event reappeared afte
reintroduction
#2 ¥2
" doesn't
8. NDC # (for product problems only) Dlves Cire Dlges i
- - #2 [Jyes [Cino [Jgogsn
10. Concomitant medical products and therapy dales (exclude treatment of event) -
Metoptotol topr
Wniidan,  omovdlin/clawlanete
d/lV\lOOlfMM wakpaN/V\

D. Suspect medical device
1. Brand name

—

2. Type of device

3. Manufacturer name & address 4. Operatcr of device
D health prolessional

D lay user/patient

D other.
5. Expiration date
6. (mo/daytyr)
mode! ¥
catalog # 7. I1 |l'l'lpll:“ed, give dite

serial ¥

3

9. Device available for evaluation? (Do not send to FDA)
| p yes O [ retumed to manutacturer on

: Tmo/daylyn)
1% Concomitant medical products and therapy dates (exclude treatment of event)

8. If explanted, give dite

vyn

E. Reporter (sce confidentiality section on back)
1. Name, address & phone #
S
Hospital SR
Department of Pharmacy Services

m Mail to: MEDWATCH

5600 Fishers Lane
Form 3500 (6/93)

Rockville, MD 20852-9787

oF FAX to:
1-800-FDA-0178

4. Also repoited to
D mamtaciurer
BB usertaciy
[ distrioutor

5. M you do NOT want your identity disclosed to
the manutacturer, place an * X " in this box. .

Submission of a report does not constitute an admission that medical personnel or the product caused or contributed to the eveni.
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THE FUA MEDICAL PRUDUCTS REPORTING FROGRAW Page

A. Patient information

1. Patient identifier | 2. Age at lime
of avent:
XX =4

or
n Conlidence

C. Suspect medication(s)
V. Name (gve labeled ctrength R mifr/laculer. d Xriown)
i R

T
3. Therapy dstes |if uriknown, giva cursnen)
4

framan ins hrel meumarm

Date
of hirth;

22
2 Dosze. Irequency & routd usnd

D Produer probk (e.g. /maltunctions) " " _
2. Outcomud antributed 1o adverse event X . we
{chack ail that apply) ] amaviiny 2 . _ —]
D anath D congenital anomaly 4. Diagnonis for use (indicatian) 5. Event aP::addo::.,r use
’ e (] required incervention to prevent 4] i !
lile-thimatening ermanant impairment/damage . s no esn’t
P ¥ aiy
f-sospitakization - initial or pralonged (] ather: w2 = -
pexn't
. - — G. Lol # (il knawen) 7. Exp. date (il kawn) | 72 Tlves [ra [_!gppw
3. Date ot 4. Dave o
sveat a ~f 0 -0 { Inis report - L?.ﬂ/ 1 :.l.. . s r!;:;len::;?;;u: aner
{mordaveiyer manfywer I ——
5. Describe event or prabiem LE 2 o [Jres e []:“'%%"'
f. NOC # (for praduct prablems only)
- - "2 Gyn.g Dnu Ejggg;’y’“

10. Concomitant medical praducta and tharapy dates (exciude t-aaiment of 8reni)

. GASTROINTESTINAL BLEED: MELENA. Patlent taking Aspirin &
: lbuprofen for epigasuric pain had 1 8pisode of melena & feit dizzy.

: CGame to hosphtal where H/H stabie at 10.6/31.8; EGD showed

: Multiple linsar erosion in antrurm & 1cm claan based uicer in

:duodenal bub. Final DG: NSAID induced gastric uloers, To be F/U ~
<in clinie. 1. Beand name

2. Typo of davice

3. Manufuctiuesr nume & address 4. Cperator of de vice
D health prof 2ssianal
REC (] tay useripatiant
E’ VED ’:] olher:
MAY 3 0 7”“7 5. Expleation date
6, v (mardayy)
model ¥ _MEDW A_TC
8. Aelevant sfab Y data, inclyding dates . catatog # . [0 7. It implanted, glve date
sarial #
8. it explanted, give date
lotd . . _ e v - sebeyly
aiher #
9. Device avali for 7 (Oo nat sand to FDA!
yus D no ratumed {0 manulucturer on
D D (ma/tawly )

10. Cancomitant medicsl products Qno therapy cates (exciude traaymant ammr)

7. Othar raiavant history, ineluding preexisting madizal eanditions (e.g., aliorgias.
raca, pregnancy, amwhing and aloohol usa, hepatic/renal dysfunctiun, ele.)

E. Reporter (sce confidentlality section on back)
1. Name, address & phone #

&aﬂ‘é 94 ‘/@ﬂ 12- Health professional? 4. Also reported 1o

yas [ e (0 manutacture

m U S Fishers L ~ T30 Foa 0178 L] weriacity
rs Lane - . 5. M you do NOT want your Identity disclosed to
Rechille, MD 208529787 l the manufacturer, place an & * In this box, & [ deirbutor

FoAFomdson (W) Submission of a repart does ot constiute an admission that medical personnel or the product causad or contributed 10 the event.

MAY 2 2 2001

B1/114:8L102€€0081 — OJNI D¥d JSrHIVT ¢ Wved:8 ¢ 1 -82-9S :A8 IN3S
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MEDWATCH

THE FDA MEDICAL PRODUCTS AEPOKRKTING PRUCRAM

* 1%

Page

A_ Patient information
1 Patiant identifior | 2. Age al time

For VOLUNTARY reporting
by health professionals of adverse
events and product problems

. at _L

Eormh Avwraved. DMB Na. DRIy
Bean o n: :‘-:‘ 1273704
FDA Usw Only (intermete)

[ CLEET

Trees wus
seuence #

C. Suspect medicatian(s)
1. Nampe {give labuled streggth & mirdlabelar. if Wnown)
(2] n. .
N |

w2

wspilllizalbn - initial or prolongmy D ather:

2. Dosase. fraqunncy & raule uled 3. Thurapy dates (f un<Rown, gve G sratcm;
tramao (r Dest caumatar
1 preaust problam (z,g.. drfecta/maltunction:) " 1
2. Oulcames sTUNbUIed (o sdverse avent - .
{check al that apply) ] disanitity 2 : d
E] comyenital anomaly 1. Disgnosis lar use (indicalion) 5. Bvant abated aftcr yse
D denth | et ‘ , A stopped or doae reduced
Tonasdonysye) G required intervention lo prevant » )
] wie-tnreatering permiinent impairment/damage N [Jyns [Jmo E]sgs.’y"‘
42

T 2ido; B 5290

5. Oescribe svent or problem

#2 [Jyes Jno E]gs; y"'"

8. kver reappoarec after
raintzoduction

*1 Cyes Cee {98857

6. Lot ¥ (ilinnwn)
'}l

2

7. Exp. date (if known)
%1

az

9. NDC ¥ {for product prontems only)

2 Dyes Dnu E]gs;,iyﬂ'

.Gl BLEED: HEMATEMESIS & HEMATOCHEZIA. Patlent taking
- Aspirin BID to QIO x 1 year b/o headache came to hospital c/o BRB
‘mixed w/ stool x 5 over the last 5 hours, c/o dizzy while standing.

:* Also vomited biood x 2 on day priar to coming 1o hospital. Hbg in ER
:@bout 9, EQD showed antral ulcer w/ small vessel base. Traatment:
"BICAPed & injected. Patlent's M/H remained stable. Final DQ:

. Gastric Ulcer dt NSAID.

6. Relevant tests/laboratary data, including dales

7. Qther relevam history, inciuding preexisting medical conditions {e.g.. allergias,
mce, prégnancy, smoking and aicohol use, nepati 'al dysiunction, etc.)

C TS LT

or FAX to:
1-800-FOA-0178

Mailto: MEDWATCH
S$600 Fishers Lane

Rockyilie, MD 20852-9757

#OA Form 3500 (393

s 1y

Lo

15‘.‘":‘\‘! ;' :’)

81/ #:8L10Z2£€0081

< O0d4NI DN¥ad 2SN+ovVT ¢

3

nvov:g ¢

10. Concomitant medical products and therapy dales [exclurde IF2aiment o owint

0. Suspect medicaf device
1

. Brand name

2. Type of device

. Operator of device
E] heallh prole ssional
C] iay user/patient
"] othar:

3. Manufaciurer name & nddreas

RECEIVED

, Raplration dave

MAY 30299
8. imvardayryey
maode) ¥ . —_
catalog # _, “lEBbg;xl l:l l Z :l l I 7. I'f"!:n"p'lsqnmd,gl-reduu
cerial # — PR —
8. n lanted, giva dale
lat # i:vlgvm) '8
olher #

9, Device avallable far avalumion? {Do not sand to FDA)

] ratumed Lo manufacturer on —_
[0 yes (] 1 pea—
10. Concamiuant medical praducts and therapy dalos {eacludu truatment of everit)

Reporter (see cantidentlality sectian an back)

1.

4. Also reporied to
[0 manuracturer
O usertmaiiy
D distributor

2. Health protesslonal?

v [Jno

5. W you do NOT wanl your identity dlaciased to
the manufacturer, placs an * X " In this box,

K

Submission of a report does not constltule 3n admission that medical personnel gr the product caused or contributed to the event.

T -62-8 :AH INAS
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THE FDA MEDlCAL PRODUCTS KEFUK L ING PRUUKAM

A. Patient information

3. Sex

D female

@ male

B. Adverse event or product problem

1. X Adverse event and/or D Product problem (e.g., defects/malfunctions)

+.03r0wG Dv FDA or: 3122 94

Doman Facsimila o o

thelahu Inc. Mir report # ‘I
T200100274 I

JF/Dist raport 4 ST T T

etof2 4
FDAUse C_l’_,

C. Suspect medication(s)
1. Name (give labeled strength & mirfabeer, if known} i

#1  PLAVIX i

” Asplrin
2. Dose, frequency & route used 3. Therapy dates ‘if unknown give durallon)

[or bast estir-al
"n 75 ng QD PO M NI to !rI

(check all that apply)

2. Outcomes sttributed to adverse event

10/17/2001

([ disability

Z death
Tmaldayiy)
D life-threatening

D congenital anomaly

D required intesvention to prevent
permanent impairment/damage

X hospitalization - initial or prolonged

D other:

” 325 mg QD ®O #2 NI to NI

3. Date of 4. Date of
event 09717/1999 this report 05/22/2001
(moxayy) {mosdayyr)

5. Describe event or problem

The following report was received from the
unsponsored VA-CSP 440 trial »Antithrombotic
Agents in the Prevention of Hemodialysis
Access Thrombosis," a study from the
Veterans Affairs Cooperative Studies Program
! (conducted under a VA IND).
? Synthelabo Inc. initially reported a summary
I

I

Sanofi-

of thisg trial in Manufacturer Case ID

1999USA01454.
} i1 May 2001, Sanofi-Synthelabo Inc. received

The blind

was broken, and on

the case reports from those patients who
experienced adverse events while being
treated with the clopidogrel/aspirin
combination.

Patient 549-04 / Initials- visit Two: A

62-year-old male treated with Plavix

; (clopidogrel) and aspirin experienced CAD *

4. Diagnosis for use (indication) 5. Event abated after use stopaed
. or dose naduced
(2] r — =
Ly l_—_] yesL] nol _| doesnt
” * [: _E_,*,,.._l_al-}& -
2 esl ! nol :
6. Lot # (il known) 7. Exp. date (it known) Y doe;f,,"t
7 NI o NI 8. Event muppeured after
T reintrociuctlon
! ™
0 NI 2 NI " E yesE:| nol_] doesnt
9. NDC # - tor product problems only (if known) I appl/__
_J nol_} doesn't

# NI © NI " |

__apol L_‘
10. Concomitant medical products and therapy dates (exclude treatment ¢ 2vent)

Name: EPOGEN Dates:
Fosinopril Dataes: i

Folic acld Dates: * i

G. All manufacturers

II 6. Relevant testsisboratory data . including dates

NI

failure,

7. Other relevant history, Including preexisting medical conditions
pregnancy, smoking and alcohol use, hepatic/renal dysfunction, elc.}

Hypertension

{e.g.. allergies. race,

Four years since last smoked.
Concomitant disease(s):

Congestive heart

1. Contact office - name/address (& miring site for devices) 2. Phone number i
Sanofi-Synthelabo Inc. (212) 551-4000
90 Park Avenue 3. ‘R—ep;c e
New York, NY 10016 ‘check all that appty)
L_—_], foreign
[Z study
[_ literature
.. consumer !
X health
4, Oate recelved by manufacturer 5. — professional
(mokdayr) (AINDA# 20-83% | 1" o facility ,
05/11/2001 - !
IND# ___ .| —icompany :
representati re
6. i IND, protocol # PLA # — _ —
. | distributor
pre-1938 _J yes _ ] other:
T e
D( B?app')) product L_ yes !
5-da 15-da smemmmem—me e
Y y 8. Adverse event tens)
(3 10-day (] periodic CORONARY ARTHRY DISCRDER, UNCOIED
X mitat [ follow-up #_._ | EVENT, SEPSIH#, CARCIAC ARREST, i
DUODENAL ULCIER :
9. Mir. report number i o “
: 1

7200100274

E.

Initial reporter
1. Nyyme, address & phone #

2 .

Boston University Schrngfﬂmdlcxn-s
Boston VA Medical Certel”
150 South Huntington Ave *

FDA

Soman Facsimi'e of
FOA Farm 35007

Submission of a report does not constitute an
admission that medical personnel, user facility,
distributor, manufacturer or product caused or

ORI,

R S hinuation pages.

o I
AY AU !
3. Occupation

4. Initial redorter also
ser t report to FDA

—

STUDY CHAIRMAN L

2. Health professional?

D_vq yes D no

yes [,; ne |_W unk




ML Ilillml\lll\llﬂ\lill' T ——

| Patient 1dentifier G.9. Mtr. report number

l-MEDWATCH 200100274 ) _]

B.S. Describe event or problem

{continuation:] on 17 Sept 1999, kidney transplant (date unspecified), sepsis, and cardia: arrest
on 17 Oct 1999. Random;zation date was 11 January 1999. Descriptions of event read: "ESRD on
dialysis™ and “GI bleeding requiring transfusion, surgery involving cardiac arrest. Sepsis. "
pPatient was hospitalized on 29 Sept 1999, and died om 17 Oct 1999. Primary reason: duodenal ulcer,
hemorrhage. Secondary reason: septic shock.

Assessment of relationship to study drug by Investigator: Possible
Same patient as T200100273.
Corrective treatment: transfusion, surgexy.

C.4. Diagnosis for use (indication) (Suspect #1)
prevention of hemodialysis access thrombosis

C.4. Diagnosis for uss (ir ion) (Suspect #2}
prevention of hemodialysis access thrombosis

€.10. C ‘medical products  and therapy dates (exclude treatment of event)
[continuation:] Name: MULTIVITAMINS Dates:
Name: Iron IV Dates: NI to NI

Name: TUMS Dates:

Name: PHOSLO Dates:

Nasme, address & phone #
[continuation:]

RIS UNITED STATES



il - s T

3. Sex

D female
& male

of event:
or

Date
of birth:

B. Adverse event or product problem
1. @ Adverse event and/or D Product problem (e.g., defects/malfunctions)

2. Outcomes attributed to adverse svent
{check all that apply)

g death imordayfyr]
{_{ lite-threatening

59 yra bs

or

in confidence

D disability
congenital anomaly

D required intervention to prevent
permanent impaiment/damage

D other:

@ hospitalization - initial or profonged

3, Date of 4. Date of
event 0373071999 this report 05/22/2001
(moxayy) (moidayhyr)

5. Describe event or problem

The following report was received from the
unspongored VA-CSP 440 trial "Antithrombotic
Agents in the Prevention of Hemodialysis
Access Thrombosis," a study from the
Veterans Affairs Cooperative Studies Program
{conducted under a VA IND). Sanofi-
Synthelabo Inc. initially reported a summary
of this trial in Manufacturer Case ID
1999USA01454. The blind was broken,
11 May 2001, Sanofi-Synthelabo Inc. received
the case reports from those patients who

and on

experienced adverse events while being
treated with the clopidogrel/agpirin
combination.

Patient 541-05 / Initials:‘

A 59-year-old male, who began Plavix *

6. Relevant tesis/laboratory data |, including dates

30 March 1999: Hematocrit: 15.9

7. Other relevant history, including preexisting medical conditions
pregnancy, smoking and akcohol use. hepatic/renal dysfunction, etc.}

(e.g., allergies, race,

previous history of GI bleed in March 1998
Concomitant disease(s): Not reported

Submission of a report does not constitute an
admission that medical personnel, user facility,
distributor, manutfacturer or product caused or

cpn‘ta%bgé%:lpfoté eoﬁvconf nuation pages.

FDA

C.man Facsmile ot
FLA Fonr 35004

C. Suspect medication(s) .

1. Name (give labeled strength & mir/labeler, it known}

s PLAVIX

» Aspirin
2. Dose, frequency & route used

3. Therapy dalew unknovri, give duration)

fromrio (of test ¢

" 75 mg QD PO #1 12-FEB-1999 to 30-MAR- 1)99
”» 325 mg QD PO #2 12-FEB-1999 to 30-MAR-11399
4, Diagnosis for use (indication) 5. Event gbazed after use stpped
. or dose reduced
il -
—— #1 G 'msl_l nor:] dosnt
o * ﬁ __i:_Tj_ge).b(...
- - — #2 /st__1nol_] doasnt
6. Lot # (it known) 7. Exp. date (if known} o apl
#1 NI #n NI 8. Event reappeared after
e relntmiunlun i
w2 NI #2 NI imn [_ Jves |no| __ dossnt |
9. NDC # - for product problems only (if known) o _BPly
M NI 2 NI 2 yes _} no__ dozsn't
P, _Bpoly_ S

10. Concomitant medical products  and therapy dates (excluce treatmeni ¢f e zentt i

|
|
|
Name:
Name:

Name :

Lanscprazole Dates:
MINIMS ARTIFICIAL TEARS Dates:
NEPHROCAPS Dates: *

G. All manufacturers
1. Contact office - name/address (& miring site for devices)

. Phone number
(212) 5851-4c0¢0

l- Repart source
(check all that apity}

L foreign
@] study
E] literature

Sanofi-Synthelabo Inc.
90 Park Avenus
New York, NY 10016

i
e e

| consumer
D heatn
4. Date recelved by manufacturer S N profess.onal
mataayan (ANDA % _20-829 [ Leesfacitty
05/11/2001 ~
ND# ___ — . company j
oy representatve |
6. If IND, protocol # PLA® __ — 4 l
- ! distributo:
pre-1938 [ yes otner i
7. Type of report oTC -
check all that y
( at apply) product [‘ yes

[ 15day X 15-4ay
D 10-day D periodic
IZ’ Initia! D follow-up #__.___

9. Mfr. report number

8. Adverse eveni term(s)

GI HAEMORRHAGE, AN?EMCA

[T T B

34

T200100270

E. Initial reporter
1. Name, address & phone #

N
Boston University School of Medicine
Boston VA Medical Center

150 South Huntington ANg '™

. Initi. d reporter also
sent ‘eport to FDA

L vee

2. Health professional?

< yes ﬁ no

3. Occupation

@
|

1

L-lnoi lunk

STUDY CHAIRMAN




naxvxouat ba?

My RGRER

37298 m
A1, Patient Identifier

' MEDWATCH (@

"

-Synthelabo Inc.

.Y, mr. report number

T200100270

8.5. Describe event or problem

[continuation:] (clopidogr;&ﬁ and aspirin on 12 February 1999, experienced a hematocrit of 15.9 and
GI bleed on 30 March 1999. Patient noticed blood in stool on 30 March 1999. Hematocrit was 15.9 on
that same day. Patient's hematocrit had been continually decreasing since initiation of study drug
on 12 February 1999. No further information is available.

Outcome: Recovered

Assessment of relationship to study drug by Investigator: Possible

Corrective treatment: Not reported

C.4. Diagnosis for use (indication) (Suspect #1}

prevention of hemodialysis access thrombosis

C.4. Diagnosis for use (indication) (Suspect #2)

prevention of hemodialysis access thrombosis

C.10. Concomitant medical products and therapy dates (exclude treatment of event)

{continuation:] Name: Iron Dates:

£.1. Name, address & phone #

[continuation:]

MSEMEI, UNITED STATES

Cad



Satetl

M R

% FDA MEDICAL PRODUCTS REPpR'ﬂNG PROGRAM

Patient information

stient [dentifler | 2. Age attime
of avent:

3. Sex

D female
& male

78 yrs

in confidence

B. Adverse event or product problem
1 Z Adverse svent and/or

D Product problem (e.g., defects/malfunctions)

2. Outcomes attributed to adverse event

{check all that apply) [ disability
D death congenital anomaly
ol | o) (] required intervention to pravent
L1 life-threatening permanent impairmentdamage
& hospitalization - initial or prolonged D other:
3. Date of 4. Dateot
event 05/26/199% this report 05/22/2001
{mosdeyiyn (motmyiy)

5. Describe event or problem

The following report was received from the

unsponsored VA-CSP 440 trial "Antithrombotic
Agents in the Prevention of Hemodialysis
Access Thrombosis,™ a study from the
Veterans Affairs Cooperative Studies Program
(conducted under a VA IND). Sanofi-
Synthelabo Inc. initially reported a summary
of this trial in Manufacturer Case ID
199gp5101454g The blind was broken, and on
11 May 2001, Sanofi-Synthelabo Inc. received
the case reports from those patients who
experienced adverse events while being
treated with the clopidogrel/aspirin
combination.

Patient 689-02 / Initials ‘ A 78-year-old
male received Plavix (clopidogrel) and
aspirin, and experienced gastric ulcer *

6. Reievant tests/laboratory data |, including dates

NI

7. Other relevant history, Including preexisting medical conditions
pregnancy, smoking and alcohol use, hepatic/renal dysfunction, etc.)

(e.g., allergies, race,

No prior history of GI bleed. Had
hypotension upon preservation but responded
to volume replacement. Taking Cimetadine
prophylactically prior to event.
Concomitant disease(s):
failure, myocardial infarction, angina, *

Congestive heart

FDA

Submission of a report does not constitute an
admission that medical personnel, user facility,
distributor, manufacturer or product caused or

Coman Facsimile of cpntrlbuted o the even

ZGA Farm 3500A

em completed on confmuahon pages.

«ppro sed b F DA on 3722 94

Domain Facsimia

‘nthelabo Inc. Mt roport # g
T200100268 |

LF/Dwt raport ¥ T —

— U |

Page 1012 - <M_j

[l PLAVIX

» Aspirin

C. Suspect medication(s) l
1. Name (give labeled strength & mir/labeler, if known)

2, Dose, frequency & route used
fromAc 1of bes estrate)
"“ 75 mg QD PO # NI to NI

F ] 325 mg QD PO #2 NI to NI

3. Therapy dates {if unknowr: (ive: duration)

10. Concomitant medical products and therapy dates (exclude treaiment «t 2vent)

Name: Metoprolol Dates:
Name: Allopurinol Dates:
Nama: Calcitriocl Dates: *

G. All manufacturers
1. Contact office - name/address (& mfring site for devices)

Sanofi-Synthelabo Inc.
90 Park Avenue
New York, NY 10016

—_ -

[

! foreign
'LZ'I study

§

l] literature

X heaith

2. Phone number ‘
{21z) 551-4000 ‘

{
L_ consumer

professional

D 5-day X] 15-cay P,

B. Adverse event term(s)

I:I 10-day D perindic
E Initial D follow-up #____

§. Mir. report number

HAEMORRHAGE . . . -~ 14

g

7200100268

E. Initial reporter
1. Name, address & phone #

Boston University School p"f‘!lbu}x{‘t'!n-a
Boston VA Medical Center
150 South Huntington Ave *

GASTRIC ULCER HAEMORRHAGIC, GI

4. Diagnosls for use (indication) 5. Event adited after use s!op;;
. or dose padticed
" .
n( yes [ 1 nol ] doesn
n = _E_ . appk:
- #2 |_3yes[ ] nol ! doesnt
6. Lot # (if known) 7. Exp. date (if known) i o appt |
m NI #1 NI 8. Evem rauppeared after
——ee reintrociction
N
w NI n2 NI # ] yesl ] nol_] doesnt
9. NDC # - for product problems only (if known) - ___apply_
# NI # NI 2 [ yoe ] no _j doent ;
apply

|
|
|

3. Report source
-chack aft that appl /)

4. Date received by manufacturer S, —
imardayh) (AINDA# 20-838 | | s facility
05/711/2001 I~
INDH _ ‘__ company
representati-'e
6. I IND, protocol # PLAG ___ -
- __! distributor
; =
pre-1938 __.yes _l other:
7. Type of report oTC -
check all that
{chec| apply) product _.tyes

[]”0’

Mo L
2. Heaith professional? 3. Qccupation 4. Initisl reporter also
‘Z E] sent -eport to FDA
yes no STUDY CHAIRMAN f [ unkc l



i,

fi-Synthelabe Inc.

——

{ED WATCH

A.1, Patient Identitier

G.9. Mfr. report number

7200100268

A

B.5. Deacribe event or problem

[continuation:] hemorrhage and upper GI bleed on 26 May 1999. Randomization date was

24 april 1999.

Description: He had awocke with vague abdominal discomfort, and vomited blood at 5:45 am. Came to
Emergency Room at 7:00 am. Surgery date for gastroectomy was 31 May 1999. Patient was discharged 02

July 1999.

Outcome: Recovered 31 May 1999.
Relationship to study drug: Definite

Corrective treatment: Cimetadine and DDAVP; gastrectomy.

B.7. Other relevant history, including preexisting medical conditions  (e.g., allergies, race, pregnancy, smoking and alcohol use, hepatic/renal dysfunction, eic.;

[continuation:] hypertension

C.4. Diagnosis for use (indication) (Suspect #1)

prevention of hemodialysis access thrombosis

C.4. Diagnosis for use (indication) (Suspect 42)

prevention of hemodialysis access thrombosis

C.10. C It dical pr and therapy dates (exclude treatment of event)

‘~ontinuation:] Name: Calcium acetate Dates:
me: Folic acid Datas:

E.1. Narne, address & phone #

[continuation:]

NREMNSSEERAN UNITED STATES

w ¥



Individual Safety Report
JLUNTARY reporting
h professionals of adverse
#3733724-X-00-01% s and preduct problems

THE FDA MEDICAL PRODUCTS REPORTING PROGRAM ,'/ Internet Submlsspn - Page 1

Form Approvect OMB No D9- 0-0291 Expires 0¢ /3003
Se: OMB statement on re srse

FDA Use Only

Triage unit
sequence ¥

(%7

/94

A. Patie ormatio C. Suspect medication(s)
1. Patient identifier | 2. Age at time 3. Sex 4. Weight 1. mee (Product Name) 100(Labe!ed Strength) (Mfr/L abeler)
of event: ovenox mg
025947 o [ femate] 233 ips | | #t / /
or -y —
Date — Aspirin / 325mg /
In confidence of birth: ™ male — kg #2 _
- 2. DoselFrequency/Route used 3. Therapy dates (if unknc-wn, give duration)
D. AdQverse eve Or prod Pronic 105mg /bid From To (ur best estimate;
1. [v] Adversesvent andior [ ] Product problem (e.g., defecis/malfunctions) #1 / /5“"“““"“’“'s #05/23/2001 -~ 05/30/2001
2. Outcomes attributed to adverse event o 325 /qd /o ! e _oae 5
(check all that apply) O disabiiity #2 ra #205/23/2001 - 05/30/2001
D congenital anomaly 4. Di is for use { i ions with commas) 5. Event abatad after use

(] death

)  (mmigdyyyy [ required intervention to prevent
[V] iife-threatening permanent impairment/damage
[ hospitalization — initial or prolonged | Jother: __________
3. Date of 4. Date of
event 05/30/2001 this report 06/04/2001
{mm/odryyyy) {mmiddiyyyy)

5. Describe event or problem

Patient receiving Lovenox and ASA
developed a GI bleed which required
transfusions of blood

-

.
S5

JUN ¢ ¢ 200

6. Relevant tests/laboratory data, including dates

7. Other relevant history, including preexisting medical conditions
(e.g., allergies, race, pregnancy, smoking and alcohol use, hepaticirenal dysfunction, etc. )

JUN - 4 2001
C TU4794

g anti platelet

anti platelet

#1 [yes

stopped or dose reduce|

(L no [ ]doestt

#2 [Vyes

“no [ dogpn

#2
6. Lot # (if known) 7. Exp. date (if known:
#1 #1

#2 #2

9. NDC # (for product problems only)

8. Event reappeared after
reintroduction

# ldves Dimo Tld3gR"
#2[Jyes _Jno ]doestt

1. Brand name

D. Suspect medical device

10. Concomitant medical products and therapy dates {exclude treat-1er t of event)

2. Type of device

3. Manufacturer name & address

RECEIVED

JUN ¢ 5

2001

4. Operator of device
D Fzalth professional
D Lay user/patient

l_‘ clher:

od » MEDWATCH CTU

5. Expiration date
(mmidcyyyy)

7. If implanted, give date

9 {mmc:yyyp)
serial #
8. I explanted, give date
ot # . tmmiiclyyyy)
other #

O yes

9. Device available for evaluation?

(Do nat send device to FI;A)
(_,' returned to manufacturer o n

10. Cor it

Cno

" Aimal

prod

United States

or FAX to:
1-800-FDA-0178

,m Mail to: MEDWATCH

5600 Fishers Lane
Rockville, MD 20852-9787
FDA Form 3500

E]yes

2. Health professional?

5 no

[Pharmacist

3. Occupatlon

and therapy dales (exclude treatniznt of event)

Medical Center Pharnac, (NS

4. Also

5. It you do not want your identity disclosed to
the manufacturer, place an “X" in this box.

2

3 manufacturer

I:} us2r facility
[ aistricutor

—— ]

mp—:'rtod to

Submission of a report does not constitute an admission that medical personnel or the product caused or contributed to the eve

nt.
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of avent;
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or
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. ragnosis r yaa (indlcation . A d ats ruai
D death — 8 =0 9'::?';:::‘:2“ o provent 1 i stopped or dose redui:ed
requl n|
#1 [dyes [TJno Tggeppr

[ me-trreatening pernanant impsirment/damags
R hosprtalization - inttial or protongad ] other:
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3. Ralevant wstaiaboratory data, Inciuding dates
5’/ao/ol Het 3.3

s[avlor thtda.of

s{ator ot Y22~

sTolor fT82

s /J-Ilof /40"'73 O

12

#2 (Jyes [Jne DESEF“‘

*1

8. Lot # (if known)

#?

7. Exp. date (if known)

a. Evonl n::ppa-rud lnar

w2

2

" Dm []m DESEEP"

9. NDC 8 — for praduct probiems enly {it known)

w2 Tl (e Claggy™

med a and mornpy daten (akelude TreatmanQof oventl |

10. €

’I‘”

”,"M_:oxu &Ls/é

Ma{mc / /f"“), D 2, i
v y.d ;4 ase, 2. gé

! ae

1. Brend name

/00,7
,,,,., ggz:—w

)

2. Typo of davice

3 M .

or name & addrean

S Explration data ]
—— REGENED fesm=

. Dporatar of device |
D health prafession: (
[ 1ay sserspatient

D cthar

JUN_Q 87001

7. if Implanted, give dag -_

werial #
ot#__ PQE )!ﬁiﬁ !! H ' !l I 8. I'fn:pyl;nhd.glnuah

7. Other relevant histery, incl wdleal conditfons (e.g,, allergles,
face, pregnancy, smoking and -Ienhol ung, h.plll:lfvn.l dysfunation, -h:)

M W
a2 ) ./ 1‘*—-«%0%4-4—*7
‘7’“ ‘L" JUN - 7 2001

Submlsaion of a report does not constitute an
ndmission that medfeal parsonnsl, user facility,
r disf trihutor, Mmanufacturer or product caused or

FDa Form 15004 contributed to the event.
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1 ves I D returned o manufacturer an
10. Concomitant medlcal products end therapy doras ] N

- Hoalth professional? |a. Oceupation
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ua af ty' ort x \/OLUNTARY reporting o e O e BE e Direst231s
. FDA Use Only
health professionals of adverse o
| events and product problems sequence # 1¢/9 &3,
-3-00-01# Page of L:(:\"' .
A. Pa ormatio C. Suspect medication(s)
1. Patient identifier [ 2. Age at time 3. Sex 4. Weight 1. Name (give labeled strength & mirfabeler, if known)
{ event:
~ 5‘) N o? 7 C‘ D female bs #1 L‘/"l P NS VY v,\)
<le L/ Date o
In contidence of birth: (e gs| 2 Asrir.) SR o, e
2. Dose, frequency & rout€ used 3. Therapy dates (if un<nown, give Juration)
3 AQ e e e O PDIrod PIropie ,‘ " - ) “‘:A fromho {or best estimate’:
1 rseevent andor | | Product problem (e.q.. defecis/maifunctions) " Ome QLS J 50NN If -0 —D /

2. Qutcomes aftributed to adverse event

(check alf that apply)

D death

{
D Iife-threatening

moldaylyr)

%lizatim ~ initia or prolonged

[ disabiity
D congenitat anomaly

D required intervention to prevent
permanent impairment/damage

I:I other:

3. Date of

avent
(rmodayy)

& SR .

4. Date of

this report
(mondaytyn)

TELApyoTICL

5. Describe event or probiem »

> 2

wG('c,J

Kty S P2 o

FAN 2

.5

—

6. Relevant tests/laboratory data, including dates

DSS

JUN 11 2pp

7. Other relevant history, including preexisting medical conditions (e.g., allergies,

race, pregnancy, smoking and alcohol use, hepatic/renal dysfunction, etc.)

CTUu—1YS03,

FDA

FDA Form 3500 (6/93)

Mail to: MEDWATCH
5600 Fishers

or FAX to:

Lane 1-800-FDA-0178

Rockville, MD 20852-9787

v &-99-3,/ -0 —>
5/ Event abated afler use
slopyaose reduced
#r [\, :
Ve ne app

2 (ST o | Jgsesr

8. Event reappearcd after
reintroduction

#1 [Jves [ Jno 'Q’gﬁgﬁ“‘
#2 [Jves [ ]no l&'&%@""

10. Concomitant medical products and therapy dates (exclude t-eatment of event)

4 T re O (.-
NiE i PrE

#2 325m, QD/?OA'. ¥al g
4. Diagnosis for u&e (indication)

" A"F:Q

w2 '%\"-‘Wﬂ.nx iy / ',;'/:’, TH Ay T A
6. Lot # (it known) 7. Exp. date (it known)
#1 #

#2 #2

9. NDC # (for product problems only)

TEennZausy

D. Suspect medical device

1. Brand nams

2. Type of device

3. Manufacturer name & address 4, Operator of device
[] health prefessional

[] lay user/patient

[:] other:
5. Expiration dute
6. moidaylyr)
model # —
7. Wimpl
waoss ____AECE|VED [ mmizmes veos

seral# ___ 0 _d_UN_O,_g_ZD_O__ -

8. Ht explanted, give date

fot# __ - S tmo/daylyr}
other # WATCH (\T! !
9. Device availabie for evaluation? (Do not send to FOA)
D yes D no D retumed lo manufactureran ___
imofdayyn

10. Concomitant medical products and therapy dates (exclude t-eatment of evenl)

E. Reporter (see confidentiality section on back)
1

Name, address & phone #

OVERTON BROOKS VA MEDICAL CENTER 4
. 510 EAST STONER AVENUE
- "SHREVEPORT,LOUISIANA 71101-4295
+1318)-424-6001 s

2. Heaith professional? | 3. ‘Oéupaﬁ;n
/ 2 /N
B.ye(e[sj o /N -

5. M you do NOT want your identity disclosed t
the manufacturer, place an “ X " in this bo;%

4. Alsi reported ¢
O
L]
L

manutactu-er

user facihity

distributor

Submission of a report does not constitute an admission that medical personnel or the product caused or contrit:uted 10 the event,
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Aventis

Form Approved by FDA: 05/22/95
Mir repont #

US01-24477
UF/Dist report #

avmsmames YV YV AR A SNAL
THE FDA MEDICAL PRODUCTS REPORTING PROGRAM

Patient information
1. Patient Identifier [2. Age at time

of event:
or
Date

of Birth :

In Confidence

Page._1_ of _2_

FDA Use Only

C. Suspect medication(s)

1. Name (give labeled strength & mir/labeler, if known)
#1 LOVENOX 30 MG/0.3ML\30\AVENTIS PHARMA

#2 ASPIRIN

B. Adverse event or product probiem

] Adverse event _and/or| |Product problem (e.q. defects/mattunctions)

2. Qutcomes attributed to adverse event
icheck all that apply}

D disability

2. Dose, frequency & route used
#1 1 MG/XG\Q12H

3. Therapy dates (if unknown, give duration)
fronvto (or best estimale)

#1

#2 #2

D congenital anomaly

required intervention to prevent
permanent impairment/damage

D death
{mo/oayiyr)

lite~threatening

5. Event abated after use
stopped or dose reduced

i1 yeﬂ no D

4. Diagnosis for use (indication)
#1 NOT SPECIFIED

doesn't
apply

5. Describe event or problem

A PHARMACIST REPORTS THAT A MALE PATIENT
EXPERIENCED PETECHIAE IN THE FACE, LEFT EYE
SUBCONJUNCTIVAL HEMORRHAGE, AND A
GASTROINTESTINAL (GI) BLEED. THE PATIENT
RECEIVED ENOXAPARIN (1 MG/KG, Q 12H) FOR A TOTAL
OF 10 DOSES. CONCOMITANT MEDICATIONS INCLUDED
ASPIRIN AND PLAVIX, BOTH WERE CONSIDERED TO HAVE
CCNTRIBUTED TO THE BLEEDING EVENTS. ENOXAPARIN,
ASPIRIN, AND PLAVIX WERE HELD. THE PATIENT HAD
AN OPHTHALMOLOGY AND GI CONSULT. THE PATIENT
RECOVERED AND ENOXAPARIN WAS NOT RECHALLENGED.
HIS PAST MEDICAL HISTORY IS SIGNIFICANT FOR
END-STAGE RENAL FAILURE, FOR WHICH HE IS
RECEIVING DIALYSIS.

(THE MANUFACTURER OF PLAVIX WILL BE NOTIFIED OF
THIS EVENT)

(SEE US01-24479 AND US01-24480, SAME REPORTER)

tests/iab

y data, including dates

7. Other reievant hislory, including preexisting medical conditions (e.g., allergies,
race, pregnancy, smoking and alcohol use, hepatic/renal dysfunction, etc.)

END-STAGE RENAL FAILURE WITH DIALYSIS.

#2 UNKNOWN
hospitalization - initial or prolonged D other: - Dysﬂ o doalsn'l
—— apply
6. Lot # (if known) 7. Exp. date (if known)
3. Date of 4. Date of
event this report AUG- 8-2000 n #1 8 E;:;?o:’:;?::r“ afer
(mo/dayyr) (mardaylyr) ‘2 ¥ -~

apply

Y red ][]
i I O

10. Concomitant medical products and therapy dates (exciude treatment of event)

9.NDC # - for product problems only (if known)

G. All manufacturers _

1. Contact office - name/address (s miring site for devices) | 2. Phone number
54-814
AVENTIS PHARMACEUTICAL PRODUCTS inc. (610) 454-8143
S e ot
500 Arcola Road D foreign
P.O. Box 1200 [] stuoy
Collegevilie, PA 19426-0107 D titerature
D consumer
4.Dale recsived by manutacturer 5. hegith .
(moidaghn (AINDA # 20-154 prc?ﬂessnonal
APR-10-00 W D user facility
8. If IND, protocol # D company
PLA # representative
7 Type of report pre-1938D yes D dis*ributor
( all that apply) other:
oTC D yes D
D 5-day D 15~day product 4

8. Adverse svent term(s)
PETECHIAE, FACE
LEFT EYE SUBCONJUCTIVAL HIMORRHAGE
GASTROINTESTINAL BLEED

D 10-day periodic
Initia! D follow-up #

9. Mfr. report number
US01-24477

1.
JUN | 2 L0010

3. Occupation
PHARMACIST E

HOSPITAL
ET

2. Health professional? 4. Initial reporter atso

sent mport to FDA

Submission of a report does not constitute an
admission that medical personnel, user facility,
distributor, manutacturer or product caused or

Facsimie Fanm 3500A contributed to the event.

yes D no D yesD no uni:

325




LTt st AR NyDner: I

L i

Suspect medication(s)
#3 PLAVIX '

1. Name (give labeled strength & mi/abeler, if known)

et 4477

b

Manutacturer name:
AVENTIS PHARMACEUTICAL PRODUCTS Inc.
500 Arcola Road
P.O. Box 1200

Collegeville, PA 19426-0107

#4

2. Dose, frequancy & route used

#3

#3

3. Thmpy dates (if unknown, give duration)
romAo (or Dest estimate)

#4

#4

4. Diagnosis for use (indication)

#3 UNKNOWN

#4

S. Event abated after use
stopped or dose reduced

6. Lot # {if known)

»3

7. Exp. date (it known)
#

a4

#4

8. Event reappeared atter
reintroduction

9.NDC # - for product problems only (if known)

Dwﬂ no :::slyn t
Z D yeD no x";‘ 't

OO
apply
doesn’t
no
S W ey

10. Concomitant medical products and therapy dates (exclude treatment of event)

326

JUN L 4 Ll

rdye

<

i

<
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MEDWATCH

PHE 2868 MPDIC AL PNOIIUC IS UPPORTING FPROLEAY

A. Patient information
1 Patent wentifier [2 Age at ume

1 N/ Acverseevent ancor ] {_J Product problem le g.. detects. maitunctions)

For VOLUNTARY reporting
by health professionals of adverse
events and product problems

Page __ ot __

Warcn Form R UPDATES

Form Agpeoved: OME Mo. 0810-0291 Cipwes 1200184
See OM® 3 sterient 0 ruverne

¢
45553

FOA Use Oniy |ANI S}

T
Aeguance ¢

.
AR
C. Suspect medication(s)

t Name igve [apeied sicength & mirtabeler, i xnowny
v ASA s (dedb

LT e 2, [
2 v SO A3 £ 40
2 Dose. frequency & route usedy | [ 3 Therapy:

*H unlncun "

$'L-a ,-“f\\

1es il urnnown q-ve o .1

(l\\ \'{ln'.

2. Ouicomes attnbuled 1O adverse event
(cnecx au 1hat apoty)

C aeam

[ wenreatenng

Rnosmauzauon - tiat or proionged [ otner

7 aisaniry
[ congemtal anomaly
[ reauwea mtervention ta prevent

-0 34y vt

IO 10 L 30 e eriaie
L i 5 Tl “"v i’

2 3m_etid DXL 2]

4 Ovagnosys for use inaicawony v O

5 Event abated afer use
> stopped or dosa reguced

WL nl\\fr Iat

3 Date of 4. D!u ot
e (Cgf et %[3u/¢4
¥

S_ Oescnbe event &r prodlem
fka\n ‘\'\\(‘ ‘r(un - '\ s (c.;\: C\\sL‘ \ e ‘_KL&_
i om=d Bnesiy T Amnsed \'\\(\j:_'\~ r\)u:n. W
Y\\ \," W\»\Q" e’ C\\l @(\0' eny T (\
e~ ASA . A ch t')‘S\"-\\} v e P U-O
Pemeee A )T G cns - Wades o
Llcie Comdin YAea
Fror e NURTING T W e @..\&o;“‘-\(
r,,\\,\ X Male- \1_‘]\11-» Vi~ P ¢ ‘.L-,,Lk,
L,’\ o, Y“{\m e, 2V V*\mlk 1 ¥a ‘/V\

Qqu\&.»uv 'S( \Olk(t v, ™

Lt 's"\\ll AC\(\VM\ (.A.- \9&
\\hma(\n’n w—u,\lv Slg\’“ w\f\l.z,

LR §

{

3 reo

NG Ak
A olyve T
T bospital

S‘w‘;\\r &l ,.'\,--\Nc-'s- N v §

6. Retevant tests/laboratory data, :inclucing dates

A(;‘T_ \'\QB a2 ol 1Y
ok i\ 345 Ao El6 D0
ol (AN 33 “‘
19072 1 M4
Ja 12 2K
7 Other relevant history, g P \e g.. allergies.

Face. Oregnancy. SIMoxing and alconol use. heoalvr.vonal dystunction. etc.)

: " e T g
2
Lol ¥, :-))F L ,2,‘:— es . ino  esnt
6 Lot * 0! anown: T Exp! date ut kn, y — — &
n sl 8 Event reappeansd atter
reintroguchon
2 22

~— — .
1 B i Igesn?
yes : _no Xa.-fv

2 yes “ino ;g:gﬁ"

10. Concomitant meaical products 3nd tNerapy dales \eaciuce ‘reaimenl gt evert:

9 NOC # t2r procuct Zrediesns oriy

Lt gom & e e 6 b s y tod
;.~'. .3‘:‘.1 %n‘)-v---',' [ Y \3} o AT \ o \'

e .L\ EPNR S P del e wd
v L 'y ol -

3 *.A

D. Suspect meducal device

1 Brand name

2. Type ot device

3. Manufacturer name & adaress 4 Qperator of cevce

[ neatth oretesscna
—=
L__: ‘ay user:panert

] .
{_j other

. ditte
tmoasy vei

It impianted. give cate
PN Oy v

S—p JUN 2 0 /001

Other #

if explanted, give date
1o Bay v

9. Device available tor evaiuation?
(T ves Llro

10. Cor nt medical pr

100 not send to FDA)
[:] returned 1o manulacturer on

e

and therapy dales 12xctude t'ealment ot everin

E. Reporter (see confidentiality section on back)
1 Nama, address & phan

2. Health p

wiwd FSPH [ rm.u1 RL ANIVAN
CAD WO
&vm.-i-u L\ut to C{-k‘*" (\\J!'\\.KM UNT
Mraohwac's wuvrle
GorVaribes (A,
o Wi QUAL

Mail to: MENDWATCH o FAX to:

5600 Fishers Lane

1-800-FDA-0178
Rockville, MD 20852-9787

FIUA

FOA Form 1300 16/93)

4 Also repanted i

(o)
\J"\: "W:'L‘I manulactuter
)1\4@ k)

5. i you do NOT want your identity disciosed to

the manutectursr, pisce an X ~ in this box. [

-
™
-—

user fac:y

Srstnbuytor

Submission of a report does not constitute an admission that medical personnel or the product caused or contributed to the event.
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e Approved by FDA on 10/20/93

e
q | Triage unit sequence # / "Lrj’ﬁg |
< g2 Il
! §
Page 1 Of 1 = o meseeoc e
sassszamszsssssSSSoosoEooSosaIESCSSESSSaTCSSSSESSSsSZSSSSaSSSSSST|STSSSCSS ST SSSSSSTS@SSSSSSeISSSSSSssSsSSsssssssssssszssse=assaas
A. Patient Information | ¢. Suspect Medication(s)
...................................... T Vg
1. patient Indentifier|2. DOB:— 3. Sex|4. Weight |1. Name
- |  AGE: 78 yrs |MALE | o©.0 | #1 : ASPIRIN
EESEESrEIEESIINER= Sas = mEZ=3 = =-=======---’=’ -------------------------------------------------------
B. Adverse Event or Product Problem |
.................................................................. M
1. [X]Adverse Event [ 1Product problem |2. Dose, frequency & route used | 3. Therapy dates
--------------------------------------------------------------- | #1: i #1
2. Outcomes attributed to adverse event R LA L E Rt R e R
[ ] death: [ ] disability | I
[ 1 life-threatening [ ] congenital anomaly bbbt b b LR L e EEEEEEEE
(X] Hospitalization [X] required intervention to |4. Diagnosis for use{indication)|S. Event abated after use
initial or prolonged prevent impairment/damage | | stopped or dose reduced?
------- [ ] other | #1: | #1: (N/A]
.................................................................. [ == m e e e e e e e e e
3. Date of event |4. Date of this report | |
68/11/00 | 05/02/01 R i e
------------------------------------------------------------------ |6. Lot # (if known} |[7. Exp. date|B8. Event reappeared after
5. Describe event or problem | i | reintroduction
GI bleed | #1: | #1: | #1: [ 1
fommmmmme e R [wmme e
| ! I
| = mm e o e e e el
|9. (Not applicable to adverse drug event reports)
------------------------------------------------------------------ R Rt T et T I PSPPSR M
6. Relevant test/laboratory data. including dates ]10. concomitant medical products/therapy dates(exclude treatment)

RECEWVED

JUN 1 9 2001 |

|===========================================================a====
----------------------------- MED—W—AT—GH-C:FU---------ID. Suspect Medical Devices
7. Other relevant History, including preexisting medical R e R R b T TP ISP NP
conditions | Note: Please use the actual MedWatch form if the event

|1. Name, address & phone #: *
ssmsemmazssasszansassEeeazssssssEssssmssssszsssszsasssczccceszze=| DERT OF VA MECICA¢ CENTEE-

| B200 VINE ST

Mail to: MedWatch or FAX to: | == A
5600 Fishers Lane 1-800-FDA-0178 |2. Health professiounal? |3.Occupation }4. Reported to Mfr.
Rockville, MD 20852-9787 | [YES] " | PHARMACY RESID| {NO}

. 4
|5. If you don't}’ant your identity discloseq&:o the Map\’facturer,
| place an "X" in the box. [X]

FDA Form 3500

Submission of a report does not constitute an admission that medical personnel or the product caused or contributed to the event.

cTVHSSTS
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- e VOLUNTARY repurring { S e,
by health peostessionals ol ady g v

vvents and peoduct peohfen. .C

04 eep gva.

A .

o {7 Produc
2. Ouicomes Altridbuted to adverse event

(check ak that apply) (] arsabaey
D Ueath D W‘qmlanomaly
- \

[ ve-tveatermng ™= L seaurea merventon o prevea

& rosonatzison - Wil or peolonged  [T] oumer:
- \

3. Date of 4. Date of %355
't:':'t.m 0‘/30/0 ‘ 7 8. Event feappeared afier

reintroduction
1 [Tves e Dgpc\s'svnl
7] Dyes Dno Dggs.svm

¥ 4 Nuwrsing home pt presentect wj Blacksrooi sand oquif

"N biced on 12/24 - c@umad/r;'é ASA Stopped R ¢.57
and Hg 5.5 at that fime. Pt then prowecld o have
large emesis wj Iarge and smalf clots and pg sced docd
per rectom. He was frangterred g pey and here i le
™G R ingert NGT pr tomitted tg 9CAmt of darie bivef
VENS 2uFPP, 2U PRBC & gg VITK was giren wag
ranskerged to Icu and 2 mere vnits of FFP/ PRBC
gWen and piacec! on 1V 4y bleckers On 12/20 Eap
rewecled linear esephaget'u{ viceration anyg evidenceof
recent bleed. |angepitioofe 6079 pobid wag <tapted
and anticeogs heid . pg d previous\germ jhat reveafed
PUD en 4. 7y prg, given : INR¥ 116 (12/2.2)
On (226 pt franseerred back to nerein home,
W Hg 9.0 36k he was progressively imprpyvin, .
Weréarin wus not resemed anod pr- Switthéd p

(] neann prolessicnay
] lay useupatent

' 5. Expiration date

Hefarin so60u 90 ap. T OV A0k

6. Relevant $estalabocsiary dala, ,nciyOing Gates eatetog o v, 7. implanteq, it date
serial # \ )
ot 8 -
g Dﬂhnﬂhu. for evaluation? (Do not send 1o FDA)

O yes o O Fetumed to manutacurer on -

| L —
10. C # ..Micalpmducuanaherapyaus(omeueaunmol evenn)

7 O s existi dicai conditio N X |

20 alconct uge, pebameoch Orshecion. <0 T
_HTN - Deprecsion /7 0 ﬁa ) E. Renorter(seeconfidentiaﬁlysectiononback)— Co-- -
’ . 1. Na
-om - Seizore dfo ot Clicago YA Medical Ceater
S 300! Green Bay Road
- Ch Chicago, Hlinois 60064

) B2 4 9mn,
"DV (4yeare) ' _ HILZ A Jap,
e ——
2 Hellmpro(esnonan 3 Oceupation 1 Alsoreported to
Mailto:  AwDWa rey o FAX to: Pd ves [ no iS LI manumacruer
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r { 1-800-FOA-0173 an ¥ disciosed 1o user acuty
Rockville, MO 20852.9747 . the manulacturer, place an - x = o thsbor. M M gstroutor
04 Form 3300 (593, Submission gf 3 feport does not conslitute an admission
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For VOLUNTARY reporting by health Triage Unit Scquence # l / g? / 45
lﬂ IHIINI !IIIWIHII e ]
product problems Pt l
&
The FDA Medlul Frnuucts Mpumng rrogiun Page 1 of | ‘ Q v N
[
~LECT‘IONIC 3500 FORM ADAPTATION. Version §.01, Septcmber 1997
[A. Patient Information C. Suspect Medication(s)
i, Patientidentifer  |2. Age at time of cvent: Is. Scx |4, Weight [, Name (give Iabeled strength mﬁllabcler. if known)
- or CTT T s #1 [goody's powder
m.-_iaﬂ Date of birth: E M - 9 w ‘
- Olkas #2 ]
(In conﬁdcnw)

B. Adverse Event or Product Problem

1, FJ Adverse Event and/or l"l Pmduct Problem

2. Outcomes sttributed to adversc event
© ] Death

Life-threaxning

(W) Hospitalization - initial

[ Dissbility
| Congenital anomaly
Required intervention to

prevent permanent
] Hospiulization - pmlongcd impairment/damage
’ 3. Dute of event —— 4. Date of this report
(mo/day/yr) '__J {mo/dsy/yn @

S. Describe cvems or problom

2, Dose, frequency, route used

#1 |8 xaday PO

3. Therapy Dates (fromho)

05/03/01 |

# /
©

#2

4. Diagnosis for use (—i;adicalion)

S, Event abated after use

[A pharmacist reportad that a patiant began taking Goody's Powders
(aspirin) on an unspecified data for an unspecified indication. On 3-
May-01 the patient experienced GASTROINTESTINAL BLEEDING.
The reaction was {reatsd by discontinuation of the medication,
administration of blood products and ADMISSION TO THE
HOSPITAL. The reaction was reported to have resolved.

RECEIVED

JUN 2 0 2001

MEDWATCH CTU

)
!

6. Relevant n:mllnbonmry data, mcludmg datcs

Serum Creatinine: |

hematocrit 19 %

|
E
!

7. Other relevant hmmy including preexisting medical conditions

Allcmes J'NKA ]
5 N 1y 2001

1T S 7/4

Mail to: WATCH  ofFAX1®o
FD A ssoo Fishers Lanc 1-800-FDA-0178
Rockville MD 20852

Submission of a report docs not constitute an admission thet medical personnel or the product caused or conaibuted to the event

|

" stoppcd or dose reduced
#2 #1 [Yes T
W2
6. Lot # (ifknown) |7. Exp. date 8. Eventreappeared after |
# # reinroduction !
#2 2 1 % [Unknown
9. NDC # (for product problcms only) #2

10. Concomitant medical products

DSS

bmrme e

JUN“Z“O—ZD‘U"

D. Suspect Medical Device ¢

-aa Lz
These fields not used for clectronic 3500 rwporting st~

Internal ADR Event Coding

Reacton 1:

{bleeding

Reaction 2:

homalnf‘nsis. melena

Reaction 3:

Reacton 4;

Reaction §:

1 Nune address and phone ¥

E. Reporter (see confi dentlahty sectlon on back

ADR Progrum Coordinator / Drug Information Service

Department of Pharmacy and Erug Information

2. Health Professional

3. Occypation

4, Also reported to

M Yes [ No

Pharmacist

{J manufacturer

*X" in this box. ]

5. If you do NOT want your idcntity
disclosed to the mannfacturer, place an

W uscr facility
7] distributer
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{The FDA Medical Products Reporting Program J

L

Page 1

ealth Division

ror use by user-facilities,
distributors and manutfacturers for
MANDATORY reporting

Merck Facsimile of FDA Form
Approved by FDA  (10/21/93:

350CA

Mit tepert #

WAES 01021272

UF/Drst report #

FDA Use Criy

A. Patient information

C. Suspect medication(s)

B. Adverse event or product problem

1. Aoverse event and/or D Product preblem ( ... getects/maitunchons)

2. Outcomes aitntuied o adversa event
{check all tral apply) D

D aeath [:] congenital anomaly
. (mordayyr) D required intervention to prevent
fite-threatening permanrent impairment/damage

disability

hospitalization-initial or prolonged other: _important medical

3. Dare of event 9101 4. Date ol thus report
1mc/aaviyed 027210

o 06/13/01

3. Descripe event or preblem

Zormatior has been received from a physician

ing an 80 year old hospitalized retired white rale
ypercension, benign prostatic hyperplasia, diet
iled diabertes, chronic renal insufficiency.

ceronary artery disease, and a penicili-n allergy, and a

aiszory of lipoma removal transurethral resection of the
prostate. a1d smoxing (quiz 20 years ago) who was placed

on znerapy wiih tirofiban HCl (dose not reported) for the
zreatment of non-Q-wave myocardial infarc:zion.

Concomirant suspect therapy included heparin (dose,

duration, and indication not reported )} and aspirin
izotal daily dose, duration, and indication no:

reported) . Concomitant therapy included isosorbide
dinitrate (Isordil), metoprolol tartrate (Lopressor),
methyldopa (MSD), desipramire, fosinopril, nifedipine,
clenidine, and docusate sodium (Colace). The physician

reporzad that in February 20C1 (exac: cate unknown) .,
patient presented at the hospital with a non-Q-wave
myocardial infarc:zion. Laboratory findings revealed that
cne patient’'s troponin peaked at 11 and serum creatinine
was 2.1. At approximately 15(C, che patien:z was started

the

{Continued on Additional Page)

1. Pavent er 2. Age at ime 3. Sex 1. Weight 1. Name (give labeied strength & mir/labeter, il known)
w :r event: %0 years [:] Fomate #1 INJ AGGRASTAT 0.4 microgm/kg/min
Date of 154 bs #2 heparin Unk
i contidence Bintn: Mate (Continued on Additional Page)

¥ 1 Unk/Unk/IV

2 Dose. lrequency & route used

3. Therapy dates trcovto) |

 GNKNOWN, GIve Jurancy “I

%1 02/7?2/01 - 02/77/01

*2  Unk/Unk/1V

=
o

02/72/01 - 02/7?/01

4. Diagnosis tor use (naicaon)
21 non-Q-wave myocardial infarction

reguced.

#2 Unknown

5. Lol # {if xnown)
LR

7 Expoale (it <nown)
¥

5.Event analed aner use siopped St J05&

yes n3 unk

X 0 O
20 00

3. Evertreappea;

#2

¥z yes

9. NOC # - for product prablems anty (if knewn)

n[] D

eQ aliet *eirtoaucon

NiA urik

0|

Unknown 2 -
0 0 0
10 Concomitant medical producls ano 'nerapy dates (excluaed 'rzatment ¢t even:)
ALDOMET (METHYLDOPA) L -Lnk
COLACE -Unk

(Continued on Additional Page)

G. All manufacturers

4 Relevant iests/laboralory data, including dates

Refer to Addiclioral

Page

1 Contact office - namesacdress 2 Phone Number
L (610)397-2416
Merck Human Health Division
3 Repon source
Merck & Co., inc. {eneck al that 200ly)
P.O.Box 4 D toreign
West Point, PA 19486-0004 ] stav
[:] ieratura
ATTN: Worldwide Product Safety (1 consumer
nealth
4. Date receved by manutacturer 5 5 o prolessicnal
{mo/daytyr) 02/15/01 [AINDA # 20912 D user :acity
IND # . company
6. It IND, protocos # BLA ¥ representative
pre-1338 D res D distnbutor
7. Type ol report orc D other
S-day 15-gay product D yes
D 10-gay penodic 9. M. report numoer
oa [ Follow-uow WAES 01021272

7 ‘Orner reievant nustory, including preexistng medical conditions
{e g.. alierges.race.pregnancy, smoking and zicohol use. hepati/renal aystunction, etc.)

8. Adverse event term(s)

HEMORRHAGE ;

GASTROINTESTINAL BLEEDING: EPISTAXIS;
HEMATOMA

GINGIVAL

MEDICAL HISTORY:
prostatectomy
CONCURRENT CONDITICNS: arm pain; benign prostatic
hyperplasia; chronic renal insufficiency:
diszase: lcose stool; penicillin allergy: diabetes
mellitus; epigastric pain; hospizalization; hypertension

ilpoma surgery; smoking; transurethral

E Initial reporter

coronary artery

ress & phone ¥

233 EAST HURON

CHICAGO, IL 60611

LAKESIDE VETERAN'S HOSPITAL

Subrission ot a report does not constitute an admission that
medical personnel, user facility, distributor, manufacturer ar
nradict cansed or contributed to the event.

FDA

2 Heaitr professianra ™ 3. 20 apann
YE3 [:] NG M.D.
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Wi,

b. Adverse event or product problem

5. Describe event or problem
on therapy with IV heparin and tirofiban HCl, injectiorn (IZoxmj, 0.4 microgm/kg/min {rotal daliy
dose and duration rot reportad). Eight hours af-er starting therapy w:ith tirofibarn HC1 t(at
2250-2100 hrsi, the patient hacd bleedirg of the gums and & smail lateral tongue hemacoma. The
patient a.so had black tarry scools and dright red blood per rectum., Laboratory findincs resvealed
tnat the patient's hemoglopin had decreased from 13 to 12 o 9. The patient’'s initial platelet
count was approximately 190,000, and a subsequent platelet count was 160,000-170,000. The patient’s
activated partial thromboplastin time (2TT) was initially 75-77, ard a subsequen: PTT was 8C.
Therapy with tirofiban HCI was discontinved. Subsequently the patient recovered in 12 aours. The
physician reported that the patient underwent successful cardiac catheterization on 14-FEB-200. and
¢ié no:t have any problems post-procedure.

Acdéizional informatior has been received from the physician via medical records. It was reported
that the patient’s date of birth was 11-FE3-1920 (conflicting from previously repor:zed
iniormation) . Two days prior to acdmission, the patieat began to develop epigastric pain, 5/10,
witiiout radiation. The patient had no shortness of breath or diaphoresis. The pain has remained
constant until the day of acdmission. Hé stated that he felt like he had a flu. In the past three to
5ix months, he had noted sharp shooting pain down the left arm whenever he exerted himsel?, and
these pains disappeared once ne rested. He did have a loose. nonbloody bowel movement or the day c¢f
aémission (13-FZB-2001). Laboratory findings on admission were hemoglobirn 13.%, platelers 164,
potassium 5.9, creatinine 2.0, crea:tinine phosphokirase (CPK) 324, CPK-MB 6.8, index 2.1, and a
troponin of 19. An electrocardiogram showed sinus bradycard:a with a hear: raze of 35, Left axis
deviazion, LVH with repolarization abnormalities, peak T waves in v2 and v3, ST depression in v§
ané v5, unchanged from old EKG. The patient was starzed orn intravenous heparin as wel. as Tirofiban
HCl 0.4 mcg cer minute per kilogram with holding of mectoprolo’ tartrate (Lopressor) for bis
bradycardia, and the patient was admitted to the coronary care unit. The patient during tae couirse
Z nis hospitalization had no turther episcdes of chest or epigastric discomfort. The patierc's
irial cardiac enzymes were his peak enzymes. The patiert’'s heparin drip was discontinued because
<t melanic stoeol with a drop in hemoglobin at 9.2. It was reportac that therapy with aspirin was
discontinued due to a gastrointestinal bleed during the course of his hospitalization. The patient
was evaluated by Gastroenterclogy during the course of his hospitalization, wha felt that the
parient likely had an upper GI source for his assoclated bleed. It was raported that the patient
¢id have one zout of epistaxis. The patient underwent a cardiac catheterization on 15-FE3-2001,
rnat showad 4 ejection fraction of 45% and three-vessel disease. The patien: subsequently nad a
qguestionable hematcma and an ultrasound of his groin that showed no pseudoareurysr, no fistula, andé
ro hematoma. The patient was evaluated by Cardiology, and it was recommended that rhe pa*tient was
not a surgical cardidate for a coronary artery bypass graft. The patient had a relatively
uncomplicated hospital course. He was discharged to home con 24-FEB-2001.

The physician felt that the patient’s gastrointestiral hemorrhage, gingival hemorrhage, and
hematoma pro.onged hospitalization, were immediately life-threatening and were other medical
events.,

No addizional information is expected.

6. Relavant tests/laboratory data, inciuding dates

DIAGNOSTIC TEST
Tests Date Yalue Unit Nommal Range
electrocardiogram 02/13/81

Comment: sinus bradycardia with heart rate of 53, left axis deviation, LVE with repciarizartion apror, p

eak T

cardiac catheterization 0:/715/0°

Comment: 3 vessel disease
ultrasound 02715702

Comment; showed no pseudoarneurysm, fistula, or hematoma
LABORATORY RESULTS .
Tests Value Unit Normal Range
APTT 75-77
APTT 3C
remoglobin ] e 13 -
hemoglobin L2
hemoglcbin o . 9
piazelet count 139, ¢C00

Comment: aporoximately

160, 200-1749, 600

Tomow o




I -’l rw y
*374

placelet count

serur TnI

serum creatine kinase

seram creatine xinase isocenzyme MB
serum creatinine

serum potassiun
tefz veatricular ejection fraction

C. Suspect medication(s)

LT

1. Name (Given fabeled strength & mirlabeler, it known}

#3 aspirin Unk

2. Dose, frequency & route used
#3  Unk/Unx/Unk

w

B3 Unk - C2/72?/C1

-

. Diagnosis for use {indication)
%3 Irknown

5. Event abated after use stopped or dose reduced
vES NO N/A UNK

#3

6. Lot # (if known)

#3

7. Exp date (if known)

.
#3

8. Event reappeared after reintroduction

YES NC N/A UNE

42

C. Suspect medication(s)

10. Concomitant medicai products and therapy dates (exctude treatment of event)
Un.

ISQO&RDIL Unk
LOPRESSCR Unk
ciontéine Unk
desipramine Unk
fosinepril Unk
niZedipine Unk

Therapy dates (from/to) (if unknown, give duration)

02.'??/01
Lnk
Unk
unk
urk

3
02/13/01
02/13/01
02/13/02
02/13/C2
02/13/C1
02712/01
02/15/01

MFR Repor #:

1

54

WAES 01021272

{continued)
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MEDWATCH

TTTITT TITTMTIT TEYTTATIT FYITYENMT TTYTTITT Page 1

A. Patient information

1, Patient l[dentifler | 2. Age at time
of event:
or
Osta

in configanca of birdh;

unknown

unknown

For VOLUNTARY teporting
by health professlonals of adverse
cvents and peoduct problems

Faem Appravad: C0E Ne. (9100M Expires; ACDRR

S ONE statament ot mvass
FOA Use Only
Triage unit
s (4 BaSy
of -l_ C Ty 4
C. Suspect medication(s)
1. Nama (give [abeled strength & miflabeler, if known)
#1 aspirin
#2

B. Adverse event or product problem
1. {] Advarse avert  andor ] Product problem (e.g.. dafects/maifunctions)

2. Dove, freguency & rowte used

# 325 mg po qd

3. Thoraby dates (if unknown. giva duration)
TRrs (o bed edirrate)

2. Outcomes aitributed 10 adverss svent

(chack all that apply) [ dizabliity
O death [ congenital anomaly
) L [_J required intervention te prevent
D ife-threstening perranent impairment/damage
[ hospitatization = iniial e prolonged [ ] other:
3. Date of 4. Date of
.V':ﬂ Apr_oz-ol !h(g.r:Pm /\pr—29-01
(i owm Iroidarsm

S. Describe evert or problem

A female patient with a history of gastritis and peptic ulcer
disease from aspirin 4 ycars ago, restarted aspirin 325mg daily 3
to 4 days ago. She was admitted into the hospital on Apr-02-01
for hematemesis. The night she was admitted she had 2 episodes
of “coffec-ground’ emesis. Prior ta hospitalization the patient had
no alcohol or non-steroldal anti-inflammatory drug usc. In the
emergency department she had a nasogastric tube placed for
lavage. Aspirin therapy was discontinued. She was treated with
Zantac 50 mg intravenous every 8 hours, was transfused with 2
units of packed red bleod cells and was given intravenous fluids.

PLEASE TYPE OR USE BLACK INKI

6. Relavant tests1aboratoty data, inclyding dates

ikaow RECEIVED

- JUN 2 8 2001

MEDWATCH CTU

#2 #2
4. Diagnosi for usa (indlcatlen) 6. Eventabated after use
" topped or dose reducod
unknown )
" 1 Cves (oo [Tggegt
&. Lot # (If known) 7. Exp. dota (finowr) | 72 Clves (oo g;fy"'

1 1 8. Evant roappenred alter

reintroduction
# [ yes Jne D:’g‘ggﬂ
2 Dyu Dno Dggﬁ&“

pmducls and hempy dates (arcluds treatment of event)

#2 #2
3. NDC # (for product problems only)

P T

10 ¢
unknown

D. Suspect medical device
1. Brand nyme

2. Type of device

3. Moanufacturer name & addruss 4. Operator of device
(] heai professional

D tay user/patient

D other.
5. Expirmtion date
6. (oo
madel #
7. IFlmplamted, give date
catnlag & ('ﬂvdglly'] h O
arinl #
lot 8 I8 l‘f "::;gllznm-d. give dots
other ¥
9. Device available for avaluation? (Do nct sendto
D yos D ne D retumed to rmanufacturer

I G .

1. Othar relevarc history, including presxisting medical conditions (e.g.. allerges,
race, pregnency, smoking and sicahol use. hepaticirens! dysfunction, etc.)

peptic ulcer disease and gastritis from aspirin about 4 years ago.

JUN 2 g 2001.

10. Concomitant medical products anc therapy dales (mi nznngn! m@)

LY

E. Reporter (see confldentlality sectlon on back)

1. Neme & addrass

Drug Center
. S

Mallto: MEDWATCH or FAX to;
5600 Fishars Lane 1-800-FDA-0178
Rockvilla, MD 208529787

2
FQ‘M*\M‘)/ s:ﬂéslon of a repon doaes not constitute an admission that modlical persennel or the product caused or cortributed to tha avart

v2l-4 S00/800°d 2501

2. Health profussional? | 3. Oecupation 4. Also raported to

0 yes D no pharmacist M manufucturee
T usartacilty
5. M yaudo NOT wark your ideniity disciossd (o 0 —

the manufacruraer, piace an * X * in this box. O distibuter

-hoy4 By:g1 1002-L2-NOT
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4. Waight

vents and product problems

T-131 F DO04/020

| swqyurmcw #

- N/ LUTT

C. Suspect medication(s)
1. Name (giva labeled strength & miriabeder, If knovm)

Y 1
» M,,, —
2

F-380

of

—

Adverse event or product problem
1.7 adverse evont  andlfor [] product problem (a.g., defecisimalfunctions)

Z. Outcomes antributed 10 adverse event D disability

[check ell that apply}
[:] sangenital anomaly

[ ] deamn
= [ required interventien to prevent
D lifa-thmeataning permanent Impairmant/damage

[ nospialization ~ initia: o7 grolonged [ other:

3. Date of 4. Date of
this report
gy 5/u e ol ol Shle:

Pt -l-ﬁ«ﬂ'u*j aap.rin pleea

aiha.odtb&rcfm (- 3 weehs price
ad or ok abuidene P
Pe—. Przects 4= ¢S witt Cfo
dmﬂ« horratericacs a
Msloa x 2 cLZa veL ©. P
~edrTld o, cgh [o~ge

u’CZﬁ, g,oo%- S Units PRBCS'.

/
ﬁé“af-“ .

T teste/labor@lory dats, Incuding

£

aA/IJ W"K"L\

Het 3F —> 33

4&%/ éﬁﬂl -
dates

. Other relevant hlsiory including preaxisting medical conditions (e.g., allergies,
race, pragnancy, smoking snd slcohal use, hepatic/ranal dysfunciion, ete.)

HTM, CVA \’JH)\) 47(’ i
UL 03 2q
PV IV g IBWQJ_EJM

2, Dose. frequency & route used S%rlerapy darza [it lit unknown, give duration)

roman (or beal o kmalo)

L2l "
305,44 o @GN
#2 . ¥2
4. Diagnosis for use (indication) S. Ewent abated anter use
" slopped or doge reducod
CVvA .
# Cyos o [Jgagp
#2
2 doesn’t
8. Lot (I known] 7. Exp. dats { kmowr) | *2 Dlyes Clne Cdgs8
# #1 8. Event reappaared after
e reinwreduction
#2 #2 ,
: # [yes [ re Dgoer‘-n(
9, NDC # {for product problems only)
- - rz[Jyes [ro [Igagsr

10. Concoml'iam medical products and therapy dates (e:ictude treatrnent ol event)

RE® D. Suspect medical device '

1. Braad name

2. Typa of device

4. Operator of device
[ heath pratessional
D lay user/pati=nt

3. Manufacturer name & address

D osher:
‘____.___R.EC.ETvED__ 5. Explration aate
6. Imoldaysr;
modcl # b
catalag ¥ J'-U% 0 32901 7. Himplanted, give date
serial #

i1
Jot ¥ lmE! WQ;;(;I I (;ltj lm."‘w':od.gl\mﬂam
jother 3 1) 03 2001
9. Dwvice available for sveluation? (Do nct send 4o FDA)
D- yes D ne D returned 1o mansutacturer on

tmo/dophr)

10. Coneomitant medical products snd therapy dewes (exchude treatment of event)

E. Repaorter (se. contidentiality section on back)

1. Name, asdress & phone ¥
i ‘q M ﬁ/"‘ /‘1657 )

Mivg (g 14 20 LG Yo i

S N farée € BT fphe T P yy2 et

//c

4

or FAX to:
1-800-FDA-0178

Mail to: MEDWATCH
5600 Fishers Lane
Rockville, MD 20852-9787

g

12 Form 3gha {6/93)

oTes ! Sl £

..

2., Health profasguonal? 3. Occupaﬁon 4. Also reported to

] manyfacturer
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2. Doss, freguency & te Used 3. Therapy dates (it unknown, give duration)

Iromin [of hest astimale)

" 3By, /IIE =3 Y 1115
T2y MS ~ IS5 /02

5. Eventabated sfiar use
siopped or dove reduced

(4] o3 Dm Dmn'l
w2 [Byes [no [(Jg837"

8. Evemt reappenrad aftsr
reintroduslion

" Chves B0 R0
vz Cyes (Are g8

70. Concomitam medical products and therapy dates (anclude treatment of avant)

nm v,

v >
" 7/ G0un .S/ 5 fus
vz J3C0Lery /3

[« Dingnosis for use (indicaton)

nweelli A7/
e celas A1/

6. Lot # {If known) 7. Exp. dute (if known)
" ”

¥ »2

9. NDC # {fof product problems only)

D. Suspect medical device

1. Brand name

2. Type of device

4. Operator ot device
) neann protessional
D {ay user/patient
D othar:

3. Manufscturer name b address

RECEIVED,

S. Expiration date
{mardeyim

[%

madel # JUL 1.0 2001

catalog # 7. M implantad, give date
seorial & N[EDN‘ \i at k 3 | D!__
Jm » 8. i explanied, give date
other &

svalysilon?

" O DS~

(Do not send to FDA)
[] retumed 10 manutacturer on

[ e dl
10. Concombiant mrlz“mduen &and therspy d!lséncludc traatment of event)

Ll

3. Ocoupstion 4. Also reported 10
M [ o W A,_, O manutacturer
S.if you do NOT want your ldentity disclosed 1o Q/Uur faciky
the manufacturer, place sn “ X " In this bex, m O dgsibuor

FDA Ferm 3500 (0/93) Submission of » report does %ﬂ*‘!ﬁlﬁ ZDDdlmlsslon that medical personnel or the product caused or contributed to the event.

w N =88



PLEASE TYPE OR USE BLACK INK

J L—lB—’Bi 18 57 T-

For VUL UN LAKY reporting

#a58-02

Form Approvas: ONE Na. 0810521 Capitye: YUV
i G OMB stam ey O rpemm

1ncuv Ith professionals of adverse rr:::.;‘. Onty WO}
Wi N \IM \\Ml\lllﬂ [T ——————— e

A. Pattent intormation
1. Patlent [dentitier | 2. :'uo-ul-—

4. Weight

24 J..mes

8. Adversec event or product problein
1, D Adverseevent  andior DPrcduel problem (e.g., defects/maliunciions)
2. Oulcomn stiributed to adverss event D disability

{check ali that apply)
D congenitel anomaly

D [ L U —
{rmddayiyr) D required intarventon to prevent
ﬁ:] ie-threatening pefmaneni impalmenvdamage

[@Fosphakzation - Initial of prolonged [ other:

PO 3<25-gf |l & ©/
imokingiyn

5. Describs svant or problem

6. Relavent tsste/laboratory dats, including dates

RECEIVED

JuL 10 2001

MEDWATCH CTU

7. Other relevant Mstory, including preexisting medical conditions (-.gl., aflergles,
race, pregnancy, smoking and alcohot use, hepatic/renal dysfunciion, sic.)

or FAX to:
1-800-FDA-0178
Rockville, MD 20852-9787

FLOA

FOA Form 33500 (6%3)

7= 1.3

RN

2 Z-

C. Suspect incdication(s)

1. Nnm (plve labsisxt sirength & miriabeler, i known)

t 771/}( Il

2. Daose, mquoncy & fouts used

T 70%} //,a Ofh

4. Dlngnula hén (Indumén)

3 py d
|M-h- {or buut optimale}

W z-23 /80K
- 3‘—99’ — 3 -50 -

5. Event abaled sfter use
stopped or dose redu
"
d m Am / " m D o m
2
't
6. Lot # (if known) 7. Exp. due (If known) | "> Cyes [no_ v"
" " 8, Event reappeared after
reintroduction ;
= - 0 Oyes Oro Bt
s| Jno
9. NDC # (for product problems enly) &"
- - #2 [Jyes [Jno [Lg2gzm

10. Concomitan! medica! products and therapy dates (ndude treatment of avent)

Y ot
Qs peitr hansl ML

T aolal
D. Suspect medical device
1. Brand name

2. Yype of device

3. Manufacturar name & nddress 4. Oporator of device
{1 neatn professional

D fay user/patiom

D other:
6. Expirmilon date
8, (mokiaylyr)
model ¥ __
catalog # 7. Rimplanted, give date
sorisl #
lot & [ I! m'l’m.d. give date
other # faY el
3, Device avaliable for avsluation? (W 10 FDA)
D yes D no D rstumed (o rnanu'naurm on

{matdeyyri
10. Concomitant medical products and mty Qld (Jléi]d? treatmeanl of gvern)

E. Reporter (sce contidennality section on back)

|2. Health protensional? | 3. Occupation

(dyes []no

5, i you 8o NOT wani your identity disciosed 1o
the menulacturer, place an “ X " In thie box.

4. Also reporind to
D manyfacturer
D user facikty
[0 distributor

Submiasion of a report does not constitute an admiasion that madical peraonnel or the product esused or contributed to the event.



Merck Human Hnealin vivision
For use by user-facilities,
distributors and manufacturers for
MANDATORY reporting

CERT# 0794 7822

MedWatch

[The FDA Medical Products Reporting Program |

Page 1

Merck Facsimile of FDA Form 35C0A
Approved by FDA (1021433}

Mfr report #

WAES 01062374

UF/Dist report #

-0 ) AT P
oS FG. Dniy
NO ATTACHMENT 3146 Ao
A. Patient information C. Suspect medication(s)
1 Panent aenutier 2. A'ge at ;lms 3. Sex 4. Weight 1. Name {give labeled sirength & mtt/lapeler, it known)
of event:
or 80 years (] remae +1 TAB VIOXX 25 mg
Unk #2 aspirin 81 mg

n ontgerce

‘ Cl

B. Adverse event or product Qroblem
Agverse event ang/or Product prootem { e.g., celects/ malmncaons)

k <. Quiccmes arirnouted 10 adverse event R
\cnecx all that apoly) D g 7 o

D death
{maovaayiyr)

life-threatening

~ iy

D congenital, anomaly

D required mterventlon to ptevent
permanent impairment/damage

@ hospitalization-initial or prolonged other: _important medical

~

Dose, iequency & ‘oute usec

3. Therapy gases ;iromvie 1 1 unknown, Jive duration,

disability ' ! S

07/17/01

3. Date ot event

4. Date of this repor!
mardayyr) 06/24/01 l

(mordayrvr)

3 Descnbe event of problem
Tris i3 in follow-up To reportis) previously submitted on

7o

W

o eived from a physician and hl
sff:ce rurse concerning a depiiitated 30 year oid raie
rursing hcme patient with contact dermacitis, a hip
concusion, preumonia, anéd no past medical h story of
gas-rointescinal complaints who orn 15-MAR- 001, was
placed on therapy with rofecoxik, 25 mg tab-et
tprevicusly reported as 12.5 mg by the physician), once a
day for the treatment of artarizis pair in his shoulder.
carcomlcah- therapy included aspirin, 81 mg daily
.p*ev‘ous y repcrted as 325 mg cdally by the onysician)
iGurarior. and indication not reported) i{secondary
suspec:z). Other concomitant therapy included atenclol and
cephalexin (KEFLZX) on 24-JUN-2001, the patiant
developed a severe gastrointestinal (GI) bleed secondary
to a duodenal ulcer and was hospitalized. On 25-JUN-20GCI,
therapy with rofecoxib and aspirin was discontinued. The
GI bieed required four unics of biood. The patient
subsequently completely recovered and afzer four days was

Information has been rece

{Continued on Additional Page)

*1 25 mg/DAILY/PO #1 03/16/01 - 06/25/01
#2 B1 mg/DAILY/PO %2 Unk - 06/25/01 ;
4 [Dragnosis Jor use (noicatior) <.Event apateg aner use siopoed Or dsse :
# 1 arthnitis pain ’em;zu A unk
#2 Unknown X D 0 O
6. Lot # (it known) 7 Expaate (it known} 42 E] D D D
R 1 8. Event reappeared atter remtroducton.
¥2 #2 ves N/A

9 NDC # - for oroduct probiems anly {if known)

Unknown

000K
e 0O O X

a

0. Concomitant medical crcaucis and therapy 4ates (2xciugen treatmant ot eveatl

XEFLEX

tenolol

Jnk -Unk
Unk -Unk

G. All manufacturers

§. Relevant tesis/lagoralory data, including dates

Jrknown

7. Other relevant history, including preexising medical conditions
{e.g., allergies. race pregnancy, smoking and aicohol use, hepatic/renal dystunction, etc.)

CONCURRENT CONDITIONS: contact dermatitis; contusion;

dep.lity; pneumonia

Submission of a repon does not constitute an admission that

FRAL s ada wor ey
#3762068-5-00-01%

JUCIUPUR TSP SR SN

i

1. Comtact oftice - name/aadress 2. Phone Numoer
L (610)397-2416
Merck Human Health Division
3. Report source
Merck & Co., Inc. {check all that appiy)
P.O.Box 4 D toreign
West Point, PA 19486-0004 [ swov
D erature
ATTN: Worldwide Product Safety (] consumer
@ heallih
4. Date recerved by manulacturer S \ professional
(masdayyn 110001 (aipa » 21042 L] usertacmy
IND # company
6. If IND, protocol 4 PLA # rep!
pre-1938 D ves D distributor
7 Type of repart ore D D other
D S-gay 15-03y preduct yes
[:] 10-day D periodic 3. M. report numoer
[(Junar [X] Fotow-uor _t WAES (1062374

3.

Adverse event termys)

HEMORRHAGIC DUODENAL ULCER

1.

__E. Initial reporter

Name. adgress & phone #

VENUE

a—
DSS

i 20

2. Heatth prolessional? 3. Occupation 4 infhat raporier aiso
sent report to FDA,
M.D.
YES D NO [___]yes D no SNk

Jui. 192001



Page 2 MFR Report #. WAES 01062374 (continued)

B. Adverse event or product problem

5. Describe event or problem
discharged back to the nrursing home .
ro therapy with rofecoxib and aspirin.

According to the nurse, t-oe Gl bleed was tirought

deral ulcer was considered to be immediately Life threaterning and an

~he GT bieed secondary to a duo
No further information is available.

ocker important medical even:t.

DS
TR Lo



MercK Humahn Heaitn vwvision
For use by user-facilities,
distributors and manufacturers for
MANDATORY reporting

CERT# 0794 7822

MedWatch

[The FDA Medical Products Reporting Program |

NO ATTACHMENT

Page 1

Merck Facsimiie ot FOA Form 3500A
Apgroved oy FDA  {10/21/43)

MY repon #

WAES 01052780

UF/Dist repon #

FDA Use Gy

A. Patient information

C. Suspect medlcatlon(s)

Date ot
Male
n conndence Birth:

| B. Adverse event or product problem

1 Agverse avent and /7 or D Product probiem { e.g., detects/malfunclions}
P

disability

2. Qutcomes annibuted 1o adverse event
(cneck al that apply} D

!:] geath D congenital anomaly
(] mordayy) D required intervention to prevent
life-threatening permanent impairment/damage

@ nospitalization-initiai or prolonged other: important medical

3 Date of even:
{MO/gaVIYIY

02/13/01 I 4 Date of this repan 07/17/01

(mo/dav/yn

Describe event ar oroblem
in Zollow-up to reporzis) previously submizted on

3
il
c

ton has bear received for a direct repor: from
~ne FCA ccncerning a 63 year old male patient with
Cas roosc:nageal reflux symproms who consumes one or Lwo
.:c drinks per cday and smokes one pack per day, and
in approximately December 2008, was placed on
~nzrapy wit: rofecoxib, 50 mg tablet, once a day Zor the
—reatment of a3 herniated C4-CS disc. Concomitanc therapy
included aspirin, 3285 mg, once daily {duration and
indicazicn not reported). On 13-FEB-2001 the patienc
developed tlood in his stool and dark, black stools. On
I4-FEB-239. the patient was admitted tc the hospital. On
approximately 14-FEB-2001, arfcer approximately two months
of —rnerapy, rofecoxib was discontinued. The patient also
reporzad epigastric pain after meals ancd when lying dcwn.
Labcrazory test results on 14-FZB-2001 revealed
Zntarnational Normalized Ratio (INR) was 0.95, partial
chromboplastin time {(PTT) was 27.7, hemoglopin was 16.5,
mean corpuscular volume (MCV) was 102.5, mean corpuscular

(Continued on Additional Page)

4. Refevant tesis/laboratory data, inctuding dates

Refar co Additioral! Page

7. Other relevant nistory, .ncluding preexisting medical conditions
{e.g.. alergies.race.pregnancy, smoking and alcohol use, hepatic/renal dysfunction, 1.}

CCNCURRENT CONDITIONS: alcohel consumption; chronic
obstructive oulmonary disease; gas:troesophageal reflux
di1sease; rheumatic fever; smoking

Submlssuon of a repon does not consmute an adm|ssvon that

WG W

1. Panem :aentitier 2. Age at nme 3. Sex & Weght 1. Name (gwe iabeled strength & mirapeler, :f known)
of event: 1 TA
ar 63 years D Female TAB VIOXX 50 mg
114 1bs #2 TAB aspirin 325 mg

2 Dose, trequency & route used 3. Therapy Jates {tromvio; i if unkncwn, give duraticn)
#1 50 mg/DAILY/POC # 01/142/01 - 02/142/01
#2 325 mg/DAILY/PO %2 Unk - 02/16/01
4. Diagnosis tor use ingicatian} 5.Event acateo after use slogped or Arse
. iated di . reduced.
1 herniated disc, pain ves A e

8 O 0O O
<0 0 0 K

42 rtheumatic fever

6. Lot # (it kKnown) 7 Expdate (il knowh)

L] LB
8 Event1eappeareg after :emniroguction

*2 '42 no N/A unx

"uDID
2] O O K

9. NDC # - for product praplems only {if knowa-

Unknown

¢C. Concemuant medical Srcducts AnT tne:apy Jales .exciuded veatment of event
INDCCIN (INDCMETHACIN) Unk -Unk

G. All manufacturers

2. Phone Number
(610)397-2416

1. Contac! office - name/address

Merck Human Health Division

3. Report source.
{check all that appiy)

D toreign

Merck & Co., Inc
P.O. Box 4

West Point, PA 19486-0004 [ swey
D titerature
ATTN: Worldwide Product Safety (] consume:
P heahh
4. Date received by manufacturer 5. o \ prafessional
(mo/daylyr) 7/1 1701 IAINDA #____;104;_ D user facility
INO ¥ company
6. 1 IND, protacot # PLA # D representative
pre-1938 D yes D aisinbutcr
7 Type of repon orTe L—_] other *
D 5-day 15-day produc: yes CTU 141188
D 10-day D periodic 9. Mtr. repon number
[] ot Folow-up¥ _1 WAES C1052780

8. Adverse event term(s)

DUODENAL ULCER; BLZEDING TIME INCREASEZ:
ESOPHAGITIS: GASTROINTESTINAL BLEEDING;
GASTROINTESTINAL ULCER

ERCSIVE

E. Initial reporter

1. Name, agaress & pnane ¥

T WERE )

=AEDICAL CENTER

[
NSS

BTN |

3. Occupauon 4. Imbiat reporter also

sent report to FDA
1
[ j NO Pharm.D. Dyes D o

2. Heal\h professionai?

YES

JuL 19 2001



Page 2 MFR Report #: WAES C1052780 (continued}

B. Adverse event or product problem

5. Describe event or problem
nemoglobin (MCH) was 34, platele: count was 3260CC, and bleeding time was greater rhan 1S minutes.
An esophagogastroduodenoscopy (EGD) was performed which revealed grade 4 esophagitis, duodenal
ulcers, and one post-ducdera. ulcer. The patient was placed on therapy with unspec.fied preton DumD
innibltors. On 15-FEB-2001 hemoglobin was scable at 11.6 and the pactient was discharged from thne
hospizal. The repor: indicated :that the patient was Zo remain on "life long" rherapy wi-zh protan
pump inhibirors, but iIndicated that the symptoms abated following discortinuation of rofecexis.

Aspirin was considered a secondary suspect medication.

Addizional :information has been received from the prarmacist who originally reporced :Lhe
informatior. concerning the &3 year o.d, white, male patienct. Additiona. concurren- conditions
included chrernic obstructive pulmonary disease and concomizant therapy included irdomechacin {MSD!.
The pnarmacisc clarified that on aporoximately 14-JAN-20C1 the patienz was placed on therapy with
rofecoxid, 30 mg tablet, once daily for the treatment of pain. Aspirin therapy was -or the
treatment of rheumat:ic fever. On 14-FE3-2001 the patient presented to the emergency rocm wirh rad
blood in his szool ané dark black stools since =he day prior. The patient also compiained of
vomiting dark, bloody chunks on the morning of 14-FEB-2001. Aspirin therapy was discontinued or
L5-FE3-I0C1. Addizional Ifollow up was received from a completed questioneira. The source of the
the grade IV/erosive esopnagitis and the duodenal ulcer. No —e3t5 wers

bleeding was idenzified as
complared for Heliccbacter Pylori.

The reporting pharmacist considered :the gastroinzestinal bleeding, duodenal ulcer,
ulcer, and erssive esophagitis te be Other Impor=ant Medical Events. Additiona’ inform
expecced.

a

Th:s report was {iled with the FDA. The CTU number is 1411458,

6. Relevant tests/laboratory data, inciuding dates
DIAGNOSTIC TEST

Tests Date Value Unit Norma| Range
esophagcgascroduodenoscopy 22/14/01

Comment: grade 4 esopnagitis, duodena. ulcers, one post -duodenal ulcer

LABORATORY RESULTS

Tests Date Value Unit Normal Range
APTT 02/14/401 27.7

INE 02/24/01 0.95

remoglob:in . 02/14/C2 16.5

platelet ccunt 02/14:/01 326000

bleeding time 02/14/01 >15 min.

mean corpuscular hemoglobin 02/14701 34

mean corpuscular velume C2/14,01 102.¢

hemoglobin 02/18/31 1.6

76J0

*

Tijijiiimy

7



S

RS

‘ME FDA MEDICAL PRODUCTS REPORTING PROGRAM

VOLUNTARY reporti Form Appraved:

€portin : OMD No. 0910-0291 Expires:12:31/94
1ealth professionals of adversge FOA Use Oniy See OMB sisterme oo reonres
vents and product problems ., - Tregeuni 7 g— 7W

Page _L_oi_!_

r n 0 atic

1. . entidentifier |2. Age 8t time 3. Sex 4. Weight
of event:
‘sﬁ of lzl/emale bs
Dste or
in confidence of birth: D male kgs

C. Suspect medication(s)
1. Name (give labeled sirength & mirNabeler, if known)

" ASA

#2
2. Dose, frequency & route used

3. Therapy dates (i unknown, give duration)
]

13 s : P @Ve DI PDIrod Pronle
1. Adverse even!  andor DProduclpmblem(e.g.,delecwmm) # 3Z—r).n\q pO ([)( " Sy
2. Outcomes atiributed 1o adverse event ! — § C
(check all thal apply) [ cisatinty i 0 2
D congenital anomaly 4. Diagnosis for use (indication) 5. Event abaled sy
2 er use

[:] death
) required intervention 1o prevent

O wm ing’
Z/Hrweatemng permanent impainnemldamage
[ hospitakization ~ initist or profonged [ ] other:

i. Date of 4. Date of R

e, Gfufor mamen 6130/
. Describe event or probiem

a08_K 59r desc

presented to with CP on exertion, SOB, lightheadedness,

and brief syncopal episode. Pt seen by LMD on 6/8 for DOE. Hgb decr
rom 10.2 (5/19) to 7.9. Pt developed black stool a few days PTA. Pt
enied NAV/BRBPR/abd pain. On adm, Hgb=5.9, VS: BP 92/37,
HR=110, stool= heme (+) and black. Pt denies ETOH use but (+)
NSAID (aspirin) use for thrombus prophylaxis. Pt with anemia
econdary to Gl bleed and probable MI secondary to ischemia. Pt to
have endoscopy. ASA held. Pt given IVF and 2 units PRBCs. NG
lavage (-). On 6/13, pt given 2 additional units PRBCs, stool no longer
black, Hgb=10.9. No CP or abd pain. Preliminary BE revealed sigmoid

diverticulosis.

stopped or dose reduced

T3] E'y:s Oeo DSSSE""

lma poheg lexie,

L 73
6. Lot ¥ (if known) 7. Exp. date (i known) | *2 Uyes Cno Dggb”'ym
3] #1

8. Event reappesred after
" = reintroduction

” DYGS D"O Dgggfyn‘l
#2 [Jyes [Jno CJgggsn

A dates (exciude treatment of eveni} -
bvnscemz of <

8. NDC # (for product problems only)

10. Cc‘mcom’nam medical products and therapy
Metoprclel
P csemuta
(,\Sq Al Gé)“\f
(SOSObids menenihpde

D. Suspect medical device
1. Brand name

E. Type of device

B. Manutaciurer name & sddress

4. Operator of device
0] heann protessionat

'
L
h

ade |

Relevant tests/laboratory data, including dates

_——._'—.———-\
:)thq relevant m.m, including preexisting medical conditions (e.g., akergies
m,m.mmmw.mmdysm.m.) '

Py L CABL LHE TNV
Bl i\xp,u'olacwm"u”
GeFd
Allujm L PN
c 7009 7725K

% Mail to: MEDWATCH

5600 Fishers Lane
wm ASON KN

of FAX to:
1-800-FDA-0178

Ve dn e

D lay user/patient
RECEIVED | O
—_——

— JUL 3 0 299 H 5. Expiration date
o MEDWATCHCTY
catalog 1 7. Il implanted, give date
serial # o
Llot . 8. l!elphmed. give date
other #
S. Device available for evsiuation? (Do not send to FDA)

O ves Ow

D retumed 10 manutacturer on
L wokeym

10. Concomitant medical products and therapy dates (exciude treatment of event)

E. Reporter (see confidentiali i
AL i : iality section on back)

. user facility

S. M you do NOT weni your identity disClosed to

O osmover

Crihmiceinn nf 8 rannrt frae nnt

the manutacturer, place an ~ X * in this box. ]

ab s .



Individual

*3767642-8-0

T ey

THE FDA MEDICAL PRODUCTS REPORTING PROGRAM

A Patient information

1. E} Adverse event  andlor

imernet Submission

JLUNTARY reporting

|h professionals of adverse

Form Approved OMB Nc. 0910-0291 Expires: 04/3003
Seq OMB statement on reverse

FOA Use Dnly

Triage unit
sequence #

[P0 8

s and product pr 3 ms _
- Page 1 ./ &,\ﬂ\

C. Suspect medication(s)

|

D Product proble m (e.g., defects/malfunctions)

2. Outcomes attributed to adverse event
(check all that apply)

] disabitity
D congenital anomaly

1:] required intervention to prevent
permanent impairment/damage

]:] other:

_ death _____ -
(mmiddtyyyy;
: life-threatening
ﬂ hospitalization - initial or prolonged
3. Date of
event 03/19/2001
{mmvodiyyyy)

4. Date of
this report 07/28/2001

{mm/ddiyyyy)

5. Describe event or problem
GI bleed

hect = 22 hgb = 6.8

6. Relevant tests/laboratory data, including dates

7. Other relevant history, including preexIsting medical conditions
(e.g.. allergies, race, pregnancy, smoking and alcohol use, hepatic/renal dysfunction, etc.

asa po 10/day x many years

MEDWATCH

JUL 30 20p1

)

I %fﬂﬁ(f
m A Mail to:

FDA Form 3500

Roc

or FAX to:

EE;DA-oﬂs

Submission of a report does not constitute an admission that medical personnel or the product caused or contributed to the eve

1. Name (Product Name) (Labeled Strength) (Mfr/Labeler) j e
asa ke
¥ SELAN {
i
2 / / ,
2. Dose/Frequency/Route used 3. Therapy dates (if unkncwn, give duration) \E
From Ta (or best estimate) °
#1 / / #1 -
#2 / / #2 -
4. Di is for use (sep indicalions with commas) 5. Event abated after use
" stopped or dose reduced
#1 [ Jyes [ Ino 'ﬂapp
#2
6. Lot # (if known) 7. Exp. date (if known) #2 _]yes l—'_ o japp
#1 # 8. Event reappearod after
" ” eintr
#1 [yes “Jno L—Jdoer&sy n't
]8. NDC # (for product problems only)
- - #2 I:yes -] no —]app

10. Concomitant medical products and therapy dates (exclude treat nent of event)

D. Suspect medical device

1. Brand name

2. Type of device

3. Manufacturer name & address 4. Operator of device
D t eaith professional
[_;i lay user/patient

[__] cther:

. Expiration date
(mmicdlyyyy)

0 n 9
6. JUuL 9 U

model #

-
i
=
3
st
2
<

. If implanted, give date

{ YYYY)

serial # —
8. If explanted, give date
lot # (mm'cpwym) ¢
[other # 2 fan)
9. Device available for evaluation? (Do not selld) "FDA)

E yes j no _’ returned to manufadurero n

1. Name Phone* EEEE———
Hospital ,(NENGEGGEEND ~ - A

armacy
: ]

United States

2. Health professional? 3. Occupanon 4. Also reported to
i yes [ no [Other Health Professional 7 manufacturer
*: ¥ o
5. If you do not want your identity disclosed to L user facility
the manufacturer, place an “X” in this box. D distributor

nt.



Individual Safety Report
DTG e i
dth professionals of adverse m‘ ".‘:“z"
%37671646-5-00-01% nts—and-pcod_qct problems ut::enctu / ‘y ﬁ//

THE FDA MEDICAL PRODUCTS REPORTING PROGRAM

A. Patie O atio
1. Patient identifier | 2. Age at time 3. Sex 4. Weight
of event:
or D female Ibs
ate or
In confidence of birth: D male kgs
B. Adverse event or prod proble

1. Adverse event  and/or D Product proble m (e.g., defects/maifunctions)

Internet Submissibn - Page 1 /’—Uf‘ﬂ/_

C. Suspect medication(s)
1. Name (Product Name) (Labeled Strength)

#1 excedrin

#2 / /

{Mfr/Labeler)

2. Outcomes attributed to adverss event S

{check all that apply) (] disabitty

D congenital anomaly

D required intervention to prevent
permanent impairment/damage

(mme
D life-threatening

] deatn

2. DosefFrequency/Route used 3. Therapy dates (if unknown, give duration)
From To (or best estimate)
# / prn / # _

e[/

e -

S. Event abated after use
stopped or dose reduced

4. Diagnosis for use (separate indications with commas)

E] hospitalization — initial or prolonged f:] other, _________________
3. Date of 4. Date o

event 02/24/2001 thlsrepon 07/28/2001

Immiddryyyy) (mm/ddAyyy)

5. Describe event or problem
GI bleed orthostatic hypotension

#1

1 _‘doe n't
- Cyes [no ¥y

n't
6. Lot # (if known) 7. Exp. date (f known) | 2 Lives Clno oy
#1 # 8. Event reappeared after
reintroduction

#2 #2

#1 [Tyes [ o Dgggf”"
#2 Jyes [Ino [Jgoesnt

9. NDC # (for product problems only)

6. Relevant tests/laboratory data, including dates
hgb= 6.2 hct= 20

7. Other relevant history, including preexisting medical conditions
(e.g., allergies, race, pregnancy, smoking and alcohol use, hepatic/renal dysfunction, etc. )

MEDWATCH

JUL 30 2ppy

CTv/ 4801/

10. Concomitant medical products and therapy dates (exclude treatment of event)

D. Suspect medical device

1. Brand name

2. Type of device

3. Manufacturer name & address

RECEIVED

JuL 3 0 2001

=t MEDWATCHCTY- |

catalog

4. Operator of device
D health professional
D lay user/patient

[:] other:

5. Expiration date

{medatyyyy)

. If |mplanlad give date

YYYY}

sorial #

8. N explanted, give date

lot # (mmiddryyyy)

other #
9. Device available for evaluation?

Dyes [: no

"

(Do not send devi
D returned to manufacturer o n

United States

Mail to: MEDWATCH or FAX to:
I" 5600 Fis - 1-800-FDA-0178
Rockville - il

FDA Form 3500

2. Health professional?
yes r_j no

5. If you do not want your identity disclosed to -
the manufacturer, place an “X” in this box.

3. Occupation
[Other Health Professional

4. Also reported to
D manufacturer
m user facility
D distributor

Submission of a report does not consﬂ(&a‘vﬁimlsslcn that medical personnel or the product caused or contributed to the eve  nt.
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THE FDA MEDICAL PRODUCTS REPORTING PROCRAM

A. Patient information

1. Patient identifier | 2. Age at time
of avent:

or

Date
of birth:

In confidence

1. E’] Adverse event  and/or

B. Adverse event or product problem
[ ] Product problem (e.g., defects/malfunctions)

by health professionals of adverse
events and p

{check all that apply)

2. Outcomes attributed to adverse event

(] disabiiity

C] death D congenital anomaly

= T ey [} required intervention to prevent

':] life-threatening permanent impairment/damage

hospitalization - initial or prolonged (] other: e
3. Date of 4. Date of

event 04/16/2001 this report 07/29/2001

{mm/idlyyyy) {mm/ddfyyyy}

5. Describe event or problem
GI bleed

5-6 dark stocls

5. Rel " b

H/H 9.1/27

atory data, including dates
BRB in stools

artritis

FDA

FDA Form 3500

Mall to: MEDWATCH

5600 Fishers Lane
Rockville, MD 20852-9787

7. Other relevant history, including preexisting medical conditions
{e.g.. allergies. race, pregnancy, smoking and alcohol use, hepaticirenal dysfunction, etc.

1-800-FDA-0178

)

Form Approved OMB No. 0910-0291 Expires; D4/3003
See OMB stalament on revarse

! Y80/ L

FDA Use Only

Triage unit
sequence ¥

C. Suspect medication(s)

1. Name (Product Name) (Labeled Strength)
asa )

# / A P/K I

4 vioxx / / I!

2. Dose/Frequency/Route used 3. Therapy dates (if unknown, give duration} Y./
From To (or best estimate;
# 81 ™9 / ad /Oral # - )

w 50 mg /qd /Orat

4. Diagnosis for use te indications with commas)
#1 1995 had a head CT due to
dizzines ?
hritis
- osteoart ti

(Mfr/Labeler) [1

- 5

W -

5. Event abated after use
stopped or dose reduced

# [Jyes [ no [w]doesnt

apply
#2 [yes [Jno Dgggﬁ,“"

8. Event reappeared after
reintroduction

# Jyes C o [55"

72 [yes [Jno [Jgoepnt

10. Concomitant medical products and therapy dates {exclude treatment of event)

6. Lot # (if known) 7. Exp. date (if known)
#1 #1

#2 #2

9. NDC # (for product problems only)

D. Suspect medical device

1. Brand name

2. Type of device

3. Manufacturer name & address 4. Operator of device
D health professional

D lay user/patient

D other:

RECEIVED |

. JOL 3 0 2007 it

- MEDWATCHCOTU. e

8. If explanted, give date
lot # (mmlgd'ww) 9

other #

9. Device available for evaluation? (Do not sen i SDA)
E yes D no [j returned to manufa g ____________

{mm/cdtyyyy)

10. Concomitant medical products and therapy dates (exclude llreaﬁ-nﬁﬂ Tf event)

JuL 3

1. Name phone # «

o. tpm—
.,

* Hospital,
Pharmacy

P

United States

exmmmm—y -
.—g‘

2. Health professional? 3. Occupation 4. Also reported to

E yes D no IOther Health Professional C manufacturer
5. If you do not want your identity disclosed to LI user facility
the manufacturer, place an “X" in this box. [ D distributor

Submission of a report does not constitute an admission that medical personnel’ or the product caused or contributed to the eve nt.

=
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THE FDA MEDICAL PRODUCTS REPORTING PROCRAM

i

AR s A

A. Patient information

1. Patient identifier | 2. Age attime
of event:

or

Date
of birth:

In confidence

1. Adverse event  and/or D Product problem {(e.g., defects/malfunctions)

2. Outcomes attributed to adverse event
(check all that apply})

—
L
L
2

. hospitalization —

[ disability
U congenital anomaly

. ] required intervention to prevent
permanent impairment/damage

a other:

life-threatening

initial or prolonged

/OLUNTARY reporting

alth professionals of adverse -
nts and product problems (’

Internet Submlssuon Page 1

3. Date of 4. Date of
event 06/29/2001 this report 08/01/2001
i ) {mmiddfyyyy)

5. Describe event or problem
GI bleed, dizziness
day asa 3/day

ibuprofen 6-8 tabs/

6. Relevant testsNaboratory data, including dates

EGD revealed shallow duodenal ulcer &
erosis-no acute bleeding HgB=8.0
Hct=23

Ty diral Ty )

7. Other relevant history, including pr

{e.g., allergies, race, pregnancy. smoking and alcohol use, hepaticirenal dysfunction, etc.)
some ETOH use

MEDWAIL
AUG 0 2 2001
RECEIVEL

or FAX to:
1-800-FDA-0178

Mail to: MEDWATCH

5600 Fishers Lane
Rockville, MD 20852-9787

=

FDA Form 3500

A

i 24 'hat di

Form Approved OMB No. D910-0291 Expires: 04/30/01
See OMB staternent 00 Tuverse

[ L 700

FDA Use Ony

Triage unkt
sequence ¥

(Labeled Strength)

(Wir/Labeler)

1. Name (Product Name)
1 ibuprofen

42 252 / /

2. DoselFrequency/Route used 3. Therapy dates (if unkncwn, give duration)
1 From To (or best estimati)
#1 / / -

#2 / / #2 -

4. Diagnosis for use (separate indications with commas) 5. Event abated after use
gy chronic lower back pain stopped of dose reduced

:yes —J no [‘}f%oe?n‘t

#2 - .
j idoesn't
5. Lot # (if known) 7. Exp. date (f known) 172 [Tyes Jno | igosen
# #1 8. Event reappeared after
reintroJduction
#2 #2

# [ Jyes [Jno [ gosp
w2 [yes [Jno | Jdoesm

10. Concomitant medical products and therapy dates (exclude trealment of event)

9. NDC # (for product problems only)

D. Suspect medical device
1. Brand name

2. Type of device

3. Manufacturer name & address 4. Operator of device

RECEIVED

AUG 0 3 2001 5,

J heaith professionat
L_] lay user/patient
r_] other:

Expiration date
{mm‘adtyyyy)

s MEDWATCH CTY

7. if implanted, give date

catalog # {mmcdiyyyy)
serial # P [
8. [If explanted, give date
ot # __ e (o f3dtyyyy)
other ¥

9. Device available for evaluation? (Do not send device to FDA)

D yes no r] returned to manufacturer on e
{mmvddlyyyy)

10. Concomitant medical products and therapy dates (exclude trealment of event)

E. Reporter (see confidentiality section on back)

harmacy ; GEEREEEED
13

United States

4. Also reported to
U manufacturer

l— _‘ user facility
u distributor

3. Occupation
[Other Health Professional

2. Health professional?

l_] yes D no

5. If you do not want your identity disclosed to

the manufacturer, place an “X" in this box.

! personnel or the product caused or contributed to the event.

Submission of a report does not constitute an

4200



T

IHE FDA MEDNICAL PRODUCTS REPORTING PROGRAM

& [J o 0

1 d U
1. Patient ideptifier |2 Age at lime 3. Sex 4. Weight
08360 ;fevertlAA 6? Y_iarvs . Ll temale}  ———— ibs
Date v male ”
Ir. confidence of birth: R e kgS
B. Adverse eve or prod prople
1. . Adverse event and/or [ ] Product problem (e.g.. defects/matuncticns)

VOLUNTARY reporting

walth professionals of adverse
vents and product problems

- Internet Submission - Page 1 -

Form Approvead {)MB No. §9°0-0291 Expires: 04/30/03
Sre OMB stztement on reverse
FDA Use Only
Tringe unit
S fY

C. Suspect medication(s)
_ (Labeled Strenh)

ry

1 Name _(Product Name} (Mfr/L.abeler)
ix

1

?‘-:‘:"i;i!l. AT owe
o FoE / s /

2 Outcomes attributed to adverse event
(cneck alt that apply) i
! | congenital aromaly

i disability

death

(st y st

requiced ntervent:cn to prevent
v life threatenirg

permanent impairmentidamage

3 Therapy dates (if un<now's. give duratior)
To (ot best ¢sumate]

74 mq daiy . I"runl
# / fon 1107 /0672601 - 07/1372001

325 /da'\iy /'_ .
K2 ey el

2 DoselFrequency/Roule used

42 07/0772001 - 97./13/2001

5 Event abated after use
stopped or dose reduced

4. Diagnosis for use (separate ingicai ons with commas)
yq STatus post c@ radjac srent

v hgspitaization - intial or o1olo nged other
3 Dateof , 4. Date of
event 07/13/2001 this report 08/06/2001
(U Adhyyyyd (e vy

S Describe event or problem

patient urderwent a cardiac angioplasty
with stent placement on at a leccal
qospital within the previous week. He
was doing well irnitially, howewver, during
1is daily walk today, he felt very weax
and had difficutly getting home. He felr
ligjht -headed & dizzy. He was brouaht
inte the Emevaency room where he was
found to have a blcod pressure of 122/41
and pulse of S56. He was also noted to
have melancct i stonls.  The patient was
adnitted for fufner evaluation of his
apparant i&#ﬁﬁ?pd'ng anrd anema .

placemert . i L

H e L | iwidoesn’
o coronary artery disease __"_W_s__"j_u__aﬁy_
e b o v doesnt

) o lwidoe

6 Lot # {if knawn) T Exp date it knewn) H21oves. 1O ¥iapoly

#1 #1 8. Event reappeared after

J —— e e — reintroduction

#2 2 #1 ) d 't
i s doesn
et g

9. NODC # (for product problems only}

#2! lyves [ ‘no ng]gggfyn‘l

10, Concomitant medical products and therapy dates (excluc'e 1eatment ofevent)
Tiazac 240 mg qd, Claritin 1) mg gd

Precose 100 mg TID, Atenclcl 100 mg Qn,
Diovan 80 g qd, Actcse 20irg D,

Ranitidine 1:0m

D ne o [[of:
1. Brand name

2 Type of device

6 Relevant tests/laboratory data, including dales
Hao 4.8 -F7/13/01-

DSS
AUG 0 7 2001

3. Manufacturer name & address 4. Operator of device

I | health professional
|

i

13y userfpatient

other:

Expisation date
( middryvyn)

~ .. BECEIVED |

puGe 72000 g

If implanted, give date

catalog # (~misdyyyy)
serial # ______ .. _______ - TU_
WATCH C & If explanted, give date
lot®# __ . - . frmaddivyyyy
other #
9. Device available for evaluation? (Do not send device 10 FDA)
? yes t no ' ‘ returned to manutectureron _

T imemvddiyyyyl

7. Other relevant history, including preexisting medical conditions
te q . allergies. 1ace. pregnancy. smoking and alcohol use, henalicirena dystunction. atc)

NIID, hypertension, chronic back pain,
history of orthopedic surgeries on both

EDWATC-
AUG 07 091

10. Concomitant medicat products ani therapy dates ‘exclude treatment of event)

-
PO C e 0 ae d e O O Da

! Name T ——
Zharr
Hearth Systen 2harmacyQEEEE
) . .

Mail to: MEDWATCH or FAX to:
5600 0-FDA-0178
Rockvi .

g 'FWE‘:-B ;

FDA Form 3500

T I §YY

United Stales
2. Health professi ied 3. 0 pation
[ﬂ yes © nc [Pharmacist i

4. Also reported to

manufacturer

5 If you do not want your identity disclosed to v ser facility

the manufacturer, place an X" in this box  ¥| distributor

Submission of a report does not constifiite an admission that medical personnel or the product caused or contributed to the event.
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T I\\ML WAT

For VOLUNTARY reporting by health professionals of adw rse events and producd problenis
Internet Submission - Page 3 2 v, >

1Y eyl

1na
!| |
*377

C10. Concomitant medical sroducts and therapy dates continued
4 BID, Lasix 40mg QD, Glyburide 5 mg BID

dates continued

D10. Concomitant medical products and therap

DSS
AUG 07 2001 . '

Mail to: MEDWATCH or FAX to:
5600 Fishers Lane 1-800-FDA-0178
Rockville, MD 20852 9787

on of a report does not constitute an admission that medical personnel or the product caused or contributed to the

event.

Submissi

(L6 o



